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Preface 


Parivar Seva Sanstha, a premier national NGO, with considerable experience in delivering comprehensive 
reproductive health services in the country, annually provides over 12, 50,000 Couple Years Protection( CYPs). This 
achievement has been possible through its large network of Reproductive Health Clinics, Contraceptive Social 
Marketing and Community Extension programmes. The aim being to help women and men plan the number and 
timing of their children through use of contraception. In addition, Parivar Seva also helps over 87,000 women annually 
to deal with their unintended and unplanned Pregnancies- whether due to non use or failure of contraception, by 
providing client oriented, safe and affordable abortion services as illegal abortions continue to greatly endanger the 
lives of women in our country. Whenever acceptable, abortion services in Parivar Seva are backed up with 
contraception. The acceptance of contraception, unfortunately in our country, remains low. In our efforts to counsel 
clients to accept a suitable method, we face several challenges — one of the main challenge being the limited 
contraceptive choices at affordable rates to meet the specific requirement of each individual/ couple's in their 
particular phase of life. While delivering quality services, we have, thus, constantly felt the need to expand the 
contraceptive choices in the country, particularly of reversible methods. 


Introduction of long acting Progestin Only Injectables — DMPA in the Sanstha's clinics in 19944, was therefore a major 
milestone. The team placed adequate emphasis on counseling the clients — informing them of its advantages as well 
as disadvantages, proper screening prior to method introduction and keeping of records for follow up. In particular, 
this method was found to be highly acceptable amongst women who had completed their family, but did not yet want 
an irreversible method such as sterilization, since their last child was still too young and child survival remained a 
real threat. It was also the FP method of choice when: the woman was lactating; wanted complete confidentiality, the 
couple wanted to have a longer interval between two children; the couple did not want to at all opt for the surgical 
method of sterilization and wanted to use injectables on a long term basis; and finally after a vasectomy, to cover the 
waiting period. In our clinics, as a result, the acceptance of family planning increased by 10-20 %. Soon, this additional 
method was also offered to the women in its rural outreach as well as community based distribution programmes — 
the acceptance here was even better. The Sanstha is now poised to introduce injectables through an innovative 
approach inits social marketing programme, ona pilot basis. 


With its positive experience with this method, the Sanstha felt that it was time that the experiences gained with this 
method by different providers in India for more than a decade should be shared, so that all could learn. Also, several 
programmatic problems being faced such as, its procurement at reasonable rates, almost negligible information 
regarding the product amongst the eligible couples and its poor accessibility in the country, particularly the rural 
areas, posing challenges of repeat doses and meeting needs of potential clients, needed to be resolved. It was further 
felt that it was time that the latest research findings all over the world, particularly on DMPA and NET-EN be thoroughly 
reviewed and the considerable experiences of our neighbouring countries understood. An update on injectables was 


considered to be particularly important as some women's groups had vehemently opposed its introduction in the 


public sector facilities, in early 80's and continue to do so even today. It was, also important to understand the 


concerns of these groups. 


Weare grateful to the Ministry of Health and Family Welfare, Government of India, UNFPA and Population Foundation 
of India ( as well as Packard Foundation) for their support which made it possible for Parivar Seva to hold the 
workshop on "Expanding Contraceptive Choices: Injectables - Learning from Experiences" in October this year. The 
Workshop provided a platform for several stakeholders, both for and against injectables to engage in a mature 
dialogue in the interest of our women. This included speeches, presentations and considerable discussions, 


following presentations — all have been documented. In particular, the discussions were very rich and are 


documented based on the audio recordings. 


The participative deliberations of the different stakeholders resulted in emergence of concrete recommendations. 
The safety, efficacy and reversibility of Progestin Only Injectables( POI) Contraceptives is no longer in doubt; whilst 
its also recognized that like all other contraception, this method too has contra indications and side effects. We hope 
the Government and other concerned bodies would take cognizance of the recommendations and urgently move to 
the next steps to ensure that another family planning method: injectable, is made widely available by trained 


providers in the country. 


itis time that the debate is now taken out of the hands of the women activists as well as the providers and passed on to 
the women themselves —let the women decide whether they accept or reject this method. 


Sudha Tewari 

President and Managing Director 
Parivar Seva Sanstha 

New Delhi 


December 31, 2004 
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Reproductive Health consists of several components- contraception being one of them. The ICPD Programme of 
Action committed governments to providing universal access to high quality, voluntary family planning programmes. 
In India, a large portion of our couples continue to lack access to full family planning information and services. Only 
48.2% of ‘eligible couples' use contraception- a percentage that has barely increased over the years. In addition, we 
have alarge number of sexually active populations whose contraceptive needs mustalso be met. Availability of highly 
effective, safe and convenient contraceptive methods help individuals and couples achieve their reproductive 
intentions. Thus there is a need for expanding contraceptive choices and thereby advancing the mandate of 


reproductive rights. 


India is the second most populous country in the world and every year another 19 million people are being added. 
According to the UNFPA revised report for 2004, India with a current population of 110. 30 crores is poised to be the 
most populous nation by 2030, overtaking China. By 2050, the population in India is expected to reach 159.30 crores. 


With an overall 25% unwanted fertility, an unacceptable large proportion of these births in India are unfortunately 
resulting from unwanted and unplanned pregnancies. Reducing the number of unwanted pregnancies will also result 


in bringing down the number of maternal deaths. 


Fortunately, there is a 16% unmet need for family planning services amongst the eligible couples in the country. This 
includes the unmet need for both the terminal as well as spacing methods. In terms of reversible and irreversible 
methods, the availability of reversible methods, which may be used either as a spacing method or terminal method, 
continues to be well below the desired level. Specifically, there is aneed for additional reversible methods to meet the 
needs of the younger couples and those who have not completed their families. For this segment of population 
availability of long acting methods is very important. The limited contraceptive choices is affecting the overall 
adoption of contraception in the country. Therefore, there is aneed to expand the basket of contraceptives and offer 
wider choices to both women and men inorder to help delay, space or stop the childbirth in the couple. 


The only long acting contraception available today in the National Family Welfare Programme is the — 
Device and the only harmonal contraception is oral contraceptive pills. Hormonal contraceptives are the mos 
extensively researched contraceptive methods. Programme experiences from several countries indicate that these 
methods are becoming increasingly popular options among women. Since the last two decades non-daily 
contraceptive options such as the injectables, are being widely used in most countries of the world. Injectable 
contraceptive has the combined features of both- along acting method as well as an hormonal contraceptive, thereby 


offering an additional choice. 


Injectables have been commercially available in the country for sometime now, with considerable experience having 
being gained. There is a need to share and discuss the experiences of different stakeholders. This is particularly 
important, as this additional method is yet notavailable under the National programme. 


With a view to share the latest technical knowledge and review the experiences gained so far with injectables so as to 
identify the key issues and critical areas for action, an active dialogue amongst various stakeholders — both in public 
and private sector, technical experts and women's groups was considered to be useful by Parivar Seva. Accordingly, 
the Ministry of Health and Family Welfare, Government of India was approached to support a meeting to expand 
contraceptive choices, with particular emphasis onInjectables. MOHFW agreed to supportthis. 


Later, in order to make the Workshop more effective, additional donors were approached to enable more 
stakeholders to participate and increase the duration of the Workshop for better coverage of issues, detailed 
discussions and arriving at recommendations. UNFPA and Population Foundation of India (using Packard Foundation 
support) agreed to complement the MOHFW efforts. Accordingly, Parivar Seva organized a national Workshop on 
“Expanding Choices of Contraception: Injectables — Learning from Experiences” on October 27, 28 and 29, 2004 at 
Heritage Village, Manesar in Gurgaon district of Haryana. 


AIM 


The overall aim being to widely make available to the couples in our country, an expanded choice of contraceptive 
methods, keeping in mind the safety, efficacy, affordability and continued use of the methods and as per the specific 
requirements of the couples. The specific aim of the workshop being to develop a road map for introducing newer 
methods suchas injectables ona wider scale in India. 


OBJECTIVES 


1. To review the status of unwanted pregnancies, unwanted fertility and the unmet need for family planning and 
discuss plan/strategies to improve couple protection rate. 


2. Toappraisethe participants on the Status of Injectable contraception in India and abroad. 


3. Tounderstand the concerns of women's groups regarding injectables. 


4 Toshare experiences of injectable contraceptive use from neighbouring countries and India, and learn both from 
their positive and negative experiences. 


5. Todevelop specific strategy and Plan of Action for expanding use of injectables in the private sector and review 
possibility of its introduction in the National Family Welfare Programme. 


PARTICIPANTS 


Participants were from the government (Central Ministry and selected State Government), SMOs providing 


injectables, NGOs, professional body like FOGSI, representatives from neighbouring countries, representatives from 
selected International and National Organisations and representative from commercial company like Pfizer. WHO 
sponsored a technical person from Geneva to attend the Work 
Participants is given in later pages. 


shop and also present a technical paper. The list of 
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A list of those who were invited, but could or did not attend the workshop is annexed as Annexure I. Except for a few 
individuals, most men / women opposed to injectables did not eventually attend the workshop, though earlier some 
of them had confirmed their participation 


All participants, on arrival, were given the following reference materials: 


1. An Epidemiological Review of the injectable contraceptive, Depo-Provera (Dr. C. Sathyamala) 


2. Unveiled Realities (A study on Women's experiences with Depo-Provera, an injectable contraceptive. Sama 
Resource group for women & health) 


3. Population Report. New Survey Findings The reproductive Revolution Continues (Sept Oct. 2003) 
4. Population Report. New Era for injectables (August 1995) 


5. Depot-medroxprogestrone acetate injection (Depo-Provera): a highly effective contraceptive option with 
proven long-term safety. (Carolyn Westhoff — Review Article in Contraception 68 (2003) 75-87) 


In addition, along with the sessions, copies of every presentations were also provided to the participants. 

THE AGENDA 

The agenda that was followed is attached. 

All sessions were planned so that after presentations, there was adequate time to discuss the issues involved. 


This comprehensive Report on the Workshop, follows the Agenda adopted. The sessions have been divided into 
sections, for ease of reference. 


THE INAUGURA! 


The workshop was inaugurated on the evening of 
October 27” 2004 with the opening remarks from the co- 
sponsoring organizations namely UNFPA, Packard 
Foundation and Population Foundation of India, 
followed by inaugural remarks from the representative 
of Government of India. All speeches are presented in 
the following pages. 


This was followed by the Introductory Remarks from 
Ms. Sudha Tewari, Managing Director of Parivar Seva. 
The next presentation was based ona systematic desk 
review on injectable contraceptives from 


Dr Siddhivinayak Hirve of KEM Hospital, Pune. The brief discussions that followed is annexed tothe report. 


THE PLENARY SESSION 


The Plenary Session took place on the second day of the workshop. This session on Injectables was divided into four 


main parts: 

1. Technical Session 

2. Experiences from India — fromthe Private/ NGO sectors 
3. Experiences from Neighbouring Countries 

4 Governmentof India's Perspective and Concerns 


_J 


The Technical Session was chaired by Ms. Madhu Bala Nath, Regional Director, South Asia Region, IPPF. The 
technical papers presented were from: 


* ICMR, Dr. Malabika Roy, Deputy Director General (Topic: Research and Clinical Trials on Injectable 
Contraception in India) 


* Senior OBGY Consultant, Dr. S. N. Mukherjee - an alternate speaker, as both Dr C. Sathayamala and Ms. N. B. 
Sarojini dropped out (Topic: Issues of Concerns by Women's groups Regarding Injectables) 


* WHO,Geneva, Dr Catherined' Arcangues, Co-ordinator, Director's Office (Topic: DMPA Safety) 


All the above presentations are given in the following pages. Also, the considerable discussions, following 
these presentations are annexed tothis report 


There are a large number of private sector providers and NGOs providing injectables in the country. Since it was 
not practical to invite all to make their presentations, thesessionon Experiences in Injectable Service Delivery 
by Private and NGO Sectors in India was led by three Indian NGOs: ARTH, Parivar Seva and DKT, India, who 
collected and presented the experiences in the country, mainly from the NGO sector. The presentations for ease 
of handling were grouped as follows: 

* Action Research and Pilot Experiences- ARTH, Dr Kirti lyengar 


* Service Delivery in Clinics and Community- Parivar Seva, Ms Poonam Arora 


* Social Marketing Approach with Chemists and Doctors- DKT, India, Dr SandeepGhia 


This session was facilitated by Dr. Usha Krishna, Consulting Obstetrician and Gynaecologist and President, FPAI, 


Mumbai Branch. Dr. Krishna also provided an overview on her own experiences in the private sector as well as 
organizations with whom she has beenassociated. 


All the above presentations are given under this section. Discussions following the presentations are annexed to 
the Report. 


3. The session on Experiences from Neighbouring Countries was chaired by Mr A. R. Nanda, Executive Director, 
Population Foundation of India. The experiences from the following countries were presented: 


e IRiran 

e Indonesia 
e Nepal 

e Srilanka 

® Bangladesh 


These presentations were from senior health officials of the concerned countries. In case of Nepal and 
Bangladesh, presentations were also contributed by NGO and multilateral representatives, respectively. 


All the above presentations are provided under the relevant section in the report. Also, included are the 
discussions that followed. 


4+. The final presentation in the Plenary Session was from the Ministry of Health and Family Welfare, Government 
of India, represented by Dr. B. Kishore, Assistant Commissioner, where the perspective of the Government 
on Injectables was provided. 


GROUP DISCUSSIONS & RECOMMENDATIONS 


Group discussions were initiated on the second day of the workshop, which continued until the third morning. Based 
on presentations by the groups (annexed to the Report), the Recommendations were finalised by the full house. 


Agenda Followed for the Workshop 


Expanding Choices of Contraception: 


Injectables — Learning from Experiences 
(27° October - 29" October 2004) 


Day 1 (27° October, 2004) 
Registration & Tea : 
Inauguration 
Welcome _ : - Dr. Alok Banerjee, 
) * Sr. Medical Consultant, Parivar Se 
Opening Remarks from Co-sponsoring Organizations 
e UNFPA _- Mr Hendrik van der Pol, 
) Country Representative 
e Population Foundation of India - Mr. A. R. Nanda, 
Executive Director 
e Packard Foundation - Mr Lester Coutinho, 


| ; Executive Director 
Inaugural Remarks from Chief Guest - Dr. M.S. Jayalakshmi, 
Assistant Commissioner (RSS), MOHFW, 
Govt. of India 
Introductory Remarks — An Overview of Contraceptive Needs and Available Choices 
'- Ms. Sudha Tewari, 
Managing Director, Parivar Seva _ 
Status paper on Injectable Contraception in India and abroad 
- Mr. Siddhi Vinayak Hirve, 


Director, Vadu Rural Health Programme 
KEM Hospital, Pune 

Discussions 

Vote of Thanks - Ms. Poonam Arora, 
Sr. General Manager, Parivar Seva 


9.00-9.30 am 
9.30 - 10.00 am 


10.00 - 10.30 am 


10.30 - 11.30 am 


11.30 am-12noon 


12.00 noon- 
1.30 pm 


1.30 - 2.30pm 


2.30 - 2.50 pm 


2.50 - 3.00 pm 


Chairperson : Ms Madhu Bala Nath, Regional Director, South Asia Region, IPPF 


Introduction to the Participants 


Research and Clinical Trials on Injectable Contraception in India 
- Dr. Malabika Roy, 


Deputy Director General, ICMR 
Discussions 


Concerns and Issues of some groups on Injectable Contraceptives 
- Dr. S. N. Mukherjee, 
Sr. Consultant, Obs. & Gynae 
Discussions 


Injectable - DMPA Safety 
- Dr. Catherine d'Arcangues, 
Coordinator, Director's Office, WHO, Geneva 
Discussions 


Tea 


Facilitator: Dr. Usha Krishna, 
Consulting Obstetrician and Gynaecologist & President, FPAl Mumbai Branch 


Experiences of using Injectable Contraception by Private Sector/ NGOs in India 


¢ Action Research and/ Pilot Experiences - Dr Kirti lyengar 
¢ Service Delivery in Clinics and Community - Ms Poonam Arora, 
¢ Social Marketing Approach with Chemists and Doctors - Dr Sandeep Ghiya 
Discussions 
Lunch 


Chairperson: Mr. A. R. Nanda, Executive Director, PFI 


IRlran Expanding Choices of Contraception: Injectables 
- Dr. Mohammad Eslami, 
Head of Family Planning Office, MOH, Iran 
Indonesian Study with Once a Month Injectables 
- Dr. Firman Lubis, 
Yayasan (foundation), Kusuma Buana, Jakarta Selatan 
(in his absence read out by Dr Alok Banerjee) 


3.00 - 3.10 Discussions 


3.10 - 3.40 pm 


Nepal's Experiences in Contraceptive Choices 
- Dr. Shiva Shankar Jha, 
Director, Family Health Division, Nepal 


Private Sector Involvement in Injectable Contraception Programming in Nepal 
- Dr. Kokila Vaidya, 
Chief Technical Advisor, Population Services 


International, Nepal 


U E 


3.40 - 4.00 pm Country Presentation on Experiences with Injectables - Sri Lanka 
- Dr. Vineetha Karunaratne, 


Director, Maternal & Child Health, 
Family Health Bureau, Colombo 


4.00 - 4.20 pm Bangladesh Country Paper on Injectables 
- Dr. Mizanur Rahman, 


National Professional Project Personnel RH, 
Dhaka (prepared jointly with 

Mr. Abdul Waheed Khan, Joint chief, 
MOH&FW, Dhaka, Bangladesh) 


4 20 - 4.45 pm Discussions 


4.45 - 5.15 pm GOI perspective and concerns on the present status of Injectable Contraception 
- Dr B. Kishore, 
Assistant Commissioner (MH), MoHFW, 
Govt. of India 


Discussions 
5.15 - 5.30 pm Group work Format & Group Composition 
5.30 - 7.30 pm Group Work on Theme A & B - in 2 groups for each theme 


Theme A: Injectable Policy and Management Issues for Quality Assurance 
Theme B: Injectables Development of Guidelines for Quality Services 


Chairperson: Dr. S. N. Mukherjee, Sr. Consultant, Obs & Gynae. 
08.30-10.00am § Group Work on Themes A &B continued 


10.00-11.30am _ Presentation of Group Work Reports of Theme A, 
e Discussions 
e Identification of common recommendations 


11.30-12.00 noon’ Tea 


12.00 - 1.00 Presentation of Group Reports on Theme B, 
e Discussions 
e Identification of common recommendations 


1.00 - 1.45 pm Discussions on Themes 1 & 2 


Theme 1: Enhancing Usages of Injectables in NGO/ Pvt. Sector 
Theme 2: Review Possibility of Introducing Injectables in Public Sector 


1.45 - 2.00 pm Conclusion and Vote of Thanks 
2.00 pm Lunch 
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Long i Pol Contraceptives OP NET- EN) — What the Evidence Says? 
- | Dr lal Hirve 


At the outset | would like to extend a very warm welcome to all the 
Participants in this workshop on behalf of UNFPA. 1 am pleased to 
see such an august gathering representing various countries in the 
region who will be providing their valuable inputs in today's 
deliberations. 


India is in the midst to formulation of the second phase of the RCH- 
Il programme that is going to roll out from April 2005. As you are 
aware, the reduction of TFR, MMR and IMR remain the major goals 
of this programme. The organization of this workshop at this 
juncture comes therefore ata very convenient moment. 


Family Planning enables individuals and couples, to determine the 
number and spacing of their children, a recognized basic human 
right - every woman is free to determine the number of children she 
wants to have and when to have them. The contribution of family 
planning in reduction of MMR and IMR is also acknowledged. 
However, evidence shows that in developing countries more than 
half a million women still die every year from pregnancy related 
causes. There are four important reasons for this, that have to do 
with family planning births that are either too soon, too close, too 
many or too late. Therefore the importance of family planning is not 
in doubt. In India, however, there is greater focus on the permanent 


method of family planning, ie sterilization. There is, therefore, need to look for methods of apacing eu, 
to use, and affordable. Clearly the challenge lies in making high quality contraceptive services ne : ote their 
and affordable to individuals and couples. Clients benefit as they are able to select methods that es py he 
current needs and can switch later to different methods dependent on their then contraceptive nee S. oti: 
empirical evidence to suggest that offering choices of methods to clients influences the contraceptive 5: ei 
rates positively. Clearly, in the context of India, there is an immense potential in achieving programme goals 
addition of new methods in the programme. “Injectable Contraceptives” might be one of these. 


However, it is clear that the subject of Injectable Contraceptives is very controversial in India. Elements of 
controversies are the way these contraceptives were introduced in India in the beginning of the 90's. Concerns on ts 
health impact, and concerns about inadequate infrastructure on follow-up and care. It is with these controversies In 


mind that this workshop was organized. 


injectable Contraceptives have been used in several countries for quite sometime now. To know the experiences of 
these countries will enable the health providers in India, to form an opinion about advantages and disadvantages of 


this contraceptive. 


| wish all success in this endeavour and look forward to your substantive inputs that to go a long way in developing a 
road map for the eventual expansion of the choice of contraceptives. 


Thanking you all. 


Vir. A. R. Nanda: Ex ecutive Director 


“tet ~~ — — se Pr) PF £ om f ' 
Population Foundation of India 


It gives me great pleasure to welcome all of you, particularly 
our overseas guests and various other stake-holders on the 
issue which Population Foundation of India thought of in the 
year of ICPD + 10 — something which we think needs a fresh 
look and more focus. 


We know that expanded contraceptive choices is something 
which is very much an agenda which had got consensus of so 
many countries including India in ICPD conference at Cairoin 
1994.It was part of the entire concept of reproductive rights 
and reproductive health. Quoting from the Programme of 
Action of ICPD, where it has been very clearly said that 
reproductive health, amongst various other things, implies 
that people are able to have satisfying and safe sexual life 
and that they have the capability to reproduce and the 
freedom to decide, if and when and how often to do so. 
Implicit in this last condition are the rights of men and women 
to be informed and to have access to safe, effective, 


afforda | 
jhe mapein pn Pies aia methods of Family Planning of their choice for regulation of fertility which are not against 
na the rig tof access to appropriate health care services etc, including techniques and services. 


Further, reproductive rights are a part of human rights, and these rights rest on the recognition of the basic right of all 
couples or individuals to decide freely and responsibly the number, spacing and timing of their children and to have 
the information on when to do so and the right to attain the highest standard of sexual and reproductive health. As | 
said, It should include the right to make decisions concerning reproduction - free of discrimination, free of coercion 
and violence as expressed inhuman rights documents. Also, due respect should be given to mutually respectable and 
equitable gender relations, particularly meeting the various needs of different groups of individuals, women and 
adolescents in the positive and responsible way with their sexuality. These measures, if one see over last ten years in 
different countries, particularly in India, alot of progress has been made in various areas of Reproductive Health with 
the underlying philosophy of reproductive rights, particularly choices etc. But we still have along way to go if we are to 
achieve it by 2015 — we have just 10 years more. The Programme of Action has been discussed through various 
dialogues and through civil society with various partners, some of whomare presenthere to day. 


Population Foundation of India is very happy that Parivar Seva Sanstha has taken the initiative of again re-initiating 
the dialogues, which were there earlier in the 90's, but somehow those were not later well taken up. During the next 
three days we intend to look forward to something which will not be the last dialogue, but something which takes into 
account various evidences that are available from other countries. We are lucky to have representatives from some 
neighbouring countries as also some of the social marketing organizations and the commercial organization in India, 
who will be sharing their experiences and discuss the expanding choices of contraception with emphasis of 
Injectables. Also, we have the occasions to discuss / follow up on other stakeholders with other choices including 
some of the male methods like NSV, RISURG etc. 


If we see the Programme of Action of ICPD 1999, in a special session of General Assembly of UN, they have very clearly 
said that we have to mobilize and provide access to information, counselling and quality services in an ethical, 
professional and technically competent manner and in an atmosphere of confidentiality, privacy and respect. So, 
when the RCH- Il is almost being finalized and the new Government is also going ahead with the plan of “Rural Health 
Mission” for primary health care in probably 17 States including some of the family planning programme, | am sure 
they will be taking care of some of the concerns of RH which are very important to make spacing methods in FP 
programme a success. The concerns that civil society and the women's group have, are very valid and some of those 
concerns sent to GOI inadocumentform should bea part of this workshop. 


We should not end these concerns here, as we have occasions to discuss with some members of women's group, and 
take up those to the concerned persons. Also, we must take necessary precautions, if at all injectable contraceptive is 
chosen by some people in some place where there is a demand. So, this has to be done very carefully. As |remember, a 
decision was taken in 2002 to goina very cautions way and getting all the evidences. Fortunately ICMR started doing 
some studies, but unfortunately lot of those study results/ data are missing / not submitted by ICMR. Atleast, | have not 
seen any of those. This creates more suspicion amongst the minds of the people. The research findings/ data as done 
by ICMR need to be available and in fact the other NGOs like FPAI, PSS etc. should share the experiences of Injectable 
Contraception. Time has come for all of them to bring out the exact process of counselling, client selection, informed 
choice, service delivery, follow-up and actually what happened to those who have voluntarily accepted injectable 
contraceptive. It is better to bring all those information in public domain ina very transparent manner, to prevent any 
suspicion in the minds of certain group / people. So, with the concern of women's group, particularly of the existing 
healthcare system that we have which do not have minimum quality of care, the result will be counter productive. 
Some of our partners have already taken this with the government, so that those will be responsible for women's 
health. As with any new contraceptive method, particularly Injectable Contraceptive, we must have a clear 
infrastructure for counselling and follow-up. Injectable contraceptive could only be introduced when one is 
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itis 
reasonably sure about its safety, clear informed choices, counselling and follow-up. Unless they are established i 
better not be introduce this in the National FP Programme. | held this view earlier and still hold the same. 


| feel the National Health Care Mission should first strengthen the primary rural health care system — concentrate on it 
during the next two to three years, then think of introducing injectable contraceptive. Till then, it can be done pe 
phased manner only in the tertiary hospital, in centers of excellence and by NGO/ Private practitioners who have the 
facilities for counselling, screening and follow up; document their experiences and show their resultin the next two to 
three years. Then, there will be time to think of introducing in our secondary or primary health care system. | ah happy 
to see that MoHFW during this year 2004 called a meeting to discuss this and held the view that injectable 
contraceptive should only be introduced through proper counselling, informed choice, screening and follow-up. 
However, the present cost of injectable is very high, there would be need for subsidy by the Government, allowing 
more players in the market to bring Injectable products, which can then bring down the cost. 


As many women's groups have opposed introduction of injectable contraceptive and filed case in Supreme Court, 
MoHFW is presently carrying out research through ICMR to assess the effects of injectable on Indian women. The 
outcome of the study is expected in September 2004 and based on the findings, injectable can be considered to be 
introduced in phased manner - first in urban areas where proper counselling, screening and follow-up facilities are 
available. These appear to be the last what | could get hold of. Also, there is a ‘Committee’ set up under National 
Population Policy 2000, where there are experts. | hope the Committee will come out with their recommendations. But 
it is better to go systematically with proper evidences. | know that there are evidences from our neighbouring 
countries, but we would like to know how they did it with all the appropriate things and what it is and what are the 
chances of doing itin the similar set up wherever it exists. 


With these | once again welcome youall and wish the deliberation of the workshop willbe asuccess. 


REMARKS OF : 


Mr. Lester Coutinho : Executive Director, Packard 
Foundation. 


Very good evening to all of you. | am fortunate that all that has to be 
said, has already been said. 


Itreminds me of my grand mother's saying: “when glass breaks, itis 
auspicious”. A few minutes ago, a large piece of glass panel from 
the door has broken here inthis room - so itis auspicious, whichis 
, alsotelling us that we are moving from transparency to openness, 


particularly on contraceptives. | think the openness needs to be 
mutual. 


Packard Foundation is very proud and happy to have been 
associated with the effort of bringing into public discourse the 
question of access, safety, affordability and effectiveness of 
contraception. It is a difficult issue being the historical context as 
outlined. But | believe that history should not be a baggage to carry, 


Packard Foundation believes that contraceptive should be effective, safe and affordable and this is turning out to bea 
big, significantand major challenge as we look for newer contraceptive technology. 


It is amazing that although newer contraceptive technology are available in developed countries long ago, it takes 
very very long time to make that available in our society. Here, we are now discussing DMPA intramascular — they are 
already through Phase lll trialon DMPA subcutaneous, which will take safety to another level, and we are still debating 
on DMPA intramascular. Part of the questions are difficult and social tensions that we have tolive with, but part of it are 
also questions on how do we address the patent and rights of this technology early enough, so that we can address the 
issues of immediate production in countries which are the biggest consumers of that technology. Foundation will 
work for years to come in to address the issues of procurement of contraceptive, not just at the level of buying and 
subsidizing, but at the technology as well. Some of the issues of affordability of contraceptives especially injectables 
will be discussed, because that is the key towards improving quality as long as providers get the product at the lower 
rate, we have better chance of ensuring that the investment goes towards quality. The compromise of quality is quite 
often subverted because of the cost, therefore we need to address the issue of costas well. 


| am hoping the deliberations will be meaningful for all of us and | hope that those who have sent their messages 
specially the womens' group who have expressed their concerns, should be taken head on. We should stop ducking 
under the language of any comfort. But if we have to stand tall, within the ethical framework, then we must take those 
challenges head on and answer those, without seeking the sophistication of international diplomacy to deal with that. 


| look forward to the outcome of this workshop. 


INAUGURAL ADDRESS OF: 


Dr. M. S. Jayalakshmi : Assistant 
Commissioner (RSS), MOHFW, GOI 


First of all, | convey our sincere apology on behalf of 
Secretary, Family Welfare, Government of India, for his 
inability to come and inaugurate this important workshop. 
He is very busy with the Parliament Committee meeting and 
also for the coming Rural Health Mission meeting which is 
going to take place within the next few days. However, | am 
honoured today to be the representative of Government of 
India and give the views of the Government on this important 
topic of expanding contraceptive choices. 


Growing population of the country has been of great concern 
for all of us in the Government. All of us know that India is the 
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second most populous country. During the last century the population of World has increased three times from 2 to 6 
billions, whereas in India it has increased five times. We all know that the population and land available to us — 
disproportionate in the country, so there is no two ways about it that we have to takeextreme measures to bring down 
population, which is compatible with the economic developmentand resources available in the country. 


In India, of the women who need maternal care, only 32% get antenatal care. Crude Birth Rate is also high at 26 per 1000 
population. Similarly is the Maternal Mortality Rate which has not come down and is around 400 per one lakh live 
births over the past so many decades. Similarly is the case of unmet needs for contraception, which is very high 
around, 15 to 20% in various parts of the country. The number of unwanted and accidental pregnancies are around 
25%. Soitis very clear that women need help in controlling their conception and unwanted pregnancies. If we see our 
eligible couple protection rate, which is around 40%, the majority of coverage Is through terminal method. Various 
studies undertaken under NFHS | & II has shown spacing methods to be around 6 to 7%. Even during last ten years, 
there is hardly any increase in spacing methods as shown by NFHS | & Il. So there is a large gap in the acceptance of 
spacing methods. Even the people who are accepting terminal method are not accepting immediately after completing 
their family size, because of high IMR as the couple are not sure about the survival of their children. So they wait for 
sometime and during that period many of the women become pregnant and go for termination of those unwanted 
pregnancies. We also know that safe termination of pregnancy is very little in our country, so we are exposing our 
women toalotof risk. Therefore, itis imperative that we should go ina very big way to increase spacing methods and 
Government is very clear that there should not be any coercion in acceptance of contraceptive methods. It should be 
free and informed choice. But our concern is how to increase the number of contraceptives available to us and GOI 
wants a basket with a large number of contraceptive methods available to couples. Presently, we have only limited 
number of contraception for spacing, which for female are OCP and IUD; and for male it is condom. So, though we say it 
is acafeteriaapproach, butin reality there is only limited choice. 


Therefore, it is at this juncture the Government is thinking of introducing injectable contraceptive. Injectable 
contraceptives as we all know are of two types (i) Progesterone only and (ii) Combined one. DMPA is one of the 
Progesterone only Injectable Contraception and is very popular and well known in the country. This is already 
available in nearly 130 to 135 developed and developing countries, and some of our neighbouring countries are 
having larger experiences in using DMPA. Some countries like Indonesia, Thailand, Bangladesh, Nepal etc are having 
experiences of over 20 to 25 years, and itis the second most popular choice in their countries. When the Government 
tried to introduce this, there was lot of resistance from women's groups because they had lot of concerns about the 
side-effects and what can be the fall out of these. So there was a Writ Petition filed in the Supreme Court by Drug Action 
Forum and others for banning DMPA. So Court directed that an “Expert Committee” should look into these and come 
out with their recommendations to Supreme Court. The expert committee came out with the opinion that Injectable 
Contraception could be used in the private sector and NGOs, and should not be used in National FW Programme till 
such time we are sure about all the side effects of the drug. Again, when NET-EN came into the market, another Writ 
Petition was filed by Stree Shakti Sangha and others. Again, the Government set up a Sub Committee to do Operation 
Research in 12 medical colleges. Then again there was protest. So the Governemnt decided and asked ICMR to 
conduct a study on NET-EN in Indian women. Presently the study is on and the report is expected by end of Sept 2004. 


Once the Government gets the report, they will examine the same and take the stand on this. That's the view of the 
Governmentof India on Injectable contraception. 


Thank you 


Dr. Jayalakshmi, Mr. Pol, Shri Nanda and Shri Coutinho: all participants from 
India, our guests from neighbouring countries. 


Itis my pleasure to deliver the Introductory Remarks at the Inaugural Session of 
the National Workshop on “Expanding Choices of Contraception Learning from 
Experiences.” | will begin with the directions from the Taitreyn Upanishad. 


“Matri Dev Bhav 
Pitri Dev Bhav 
Acharya Dev Bhav 
Athithi Dev Bhav” 


Matri Dev Bhav - the mother must be worshipped as the Lord himself and is 
above all others, including the father, teacher and the guests. 


Further, Mata ko Sakshat Prithvi ki Murthi Kaha Gaya Hai, since the mother 
symbolizes the earth. Like the earth, she nurtures and also bears all the pain. 
Unfortunately, we continue to ignore the health of the “mothers", particularly as 
Janani- the one who gives births. 


Although, since 1960s, in the developing countries, the life expectancy have 
gone up from 48 to 64 years and infant mortality rates have been halved, there 
has been very minimal reductions in maternal mortality rates. Worldwide, about 
500,000 women die every year from pregnancy and childbirth related causes 
and most of these deaths occur in developing countries. 


The causes of maternal deaths are multiple. Women die because complications 
during labour and delivery go unrecognized or are inadequately managed. They 
die from diseases such as malaria that are aggravated by pregnancy. They die 
because of complications arising early in pregnancy, sometimes even before 
they are aware of being pregnant, such as ectopic pregnancy. And they die 
because they seek to end unwanted pregnancies but lack access to appropriate 


services. 


MS. SUDHA TEWARI 
Managing Director 
Parivar Seva 


in addition, associated maternal morbidity is extremely high. This impacts greatly on the quality of life of the women 


throughout their remaining years. 


Therefore for improving maternal health and reducing maternal mortality, actions are requiredon several fronts. 
According to the UNFPA State of World Population Report, 2004, there are some 201 million women with unmet need 
for effective contraception. Meeting their needs would avert some 52 million pregnancies each year (half of which 
would be delayed toa later time, in accordance with stated desires). 


Preventing or delaying these unintended pregnancies would also prevent: 
» 23 millionunplanned births (a 72% reduction) 
»  22millioninduced abortions (a 64% reduction) 


»  14millioninfantdeaths 
= 142,000 pregnancy related deaths (including 53,000 from unsafe abortions) 


Over 100, 000 women die in our country annually from pregnancy and childbirth related causes, thus accounting to 
about one fifth of all maternal deaths worldwide. The most recent statistics indicate an average maternal mortality 
ratio of 407 per 100, 000 live births in India. It varies greatly in different states. For instance, MMR is as high as 607 per 
100,000 live births in Rajasthan. (Registrar General of India) 


india has an overall total of 25% unwanted fertility. It is unacceptable that a large proportion of these births are the 
result of unwanted and unplanned pregnancies. Therefore, if India is to achieve the Millennium Development Goal of 
reducing levels of maternal mortality by three quarters by 2015, besides a series of measures to improve antenatal, 
delivery and post-natal care, it would be necessary to ensure that unintended pregnancies and unplanned births do 


nottake place. 


Fortunately, there exists considerable Unmet Need of 16% for family planning services amongst the currently married 
women in the age group 15-45 years, being equal at 8% for both spacing and terminal methods. 


Besides an improvement in maternal health, reduction in Unwanted Fertility would greatly help to stabilize the 
population growth, both in India and other parts of the world. 


The World population had reached 6 billion by the year 2000. It took only 12 years to add the last one billion, the 
shortest such span in history. By 2005, we Can gassseseees ee ae a 
expect a further 2 billion - almost all in a. i decoubaead Proje gic hag 
developing countries and most of them inthe | 
poorest. And most will live in slums in extreme : 
poverty and other accompanying social evils. | 


The Medium Fertility Rate in 2050 is estimated 
at about 9.5 billion people on this planet. If 
appropriate and timely actions have been 
taken since 1997 and would be taken in future, 
we would be able to achieve Low Fertility Rate 
with about 7.75 billion people in 2050. 
Otherwise, we should expect an estimated 
11.25 billion persons in the world by that time, 


almost a doubling of population in only 50 [Tsao [see [isi [ves [veh [sod lank [nod [ooh [an Loeb _ 
2050 


years oran addition 5.25 billion in just 50 years. q __ Source United Nations Department of Economic and Social Affairs, Critical Trends:Global Change and Sustainable Devel 1987 


The rate of population growth is not 
the same in all the countries. The 
world average is 1.4%. 


lifespan, their population is ageing 
fast and the old age dependency is 
likely to yield serious economic 
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China is faring well at 1%, but because of its large population base, the growth in numbers are still large. But not as 
muchas in India which has a growth of 1.9% and a huge population momentum that has already setin. Brazil is at world 
average, then Indonesia, Bangladesh and finally, Pakistan. 


We are all aware of the several consequences of the high growth of population and the burden we are creating on our 
future generations to sustain their lives on this planet. But, | wish to take this opportunity to emphasis that confronting 
the water crises would be the biggest challenge to handle. Already more than 1 billion people lack access to safe 
drinking water, while half of the humanity lacks adequate sanitation. One third of the world's population lives in 
countries considered to be “ water stressed”. The effect on global agricultural productivity and subsequently on 
health could be devastating. 


We mustact now, to bring the Fertility Rates down in the developing world. 


Among the 60 developing countries surveyed since 1990, (Population Report 2003) the Total Fertility Rate (TFR) 
varies from 2.3 children per woman in Vietnam to 7.2 in Niger. The average is 4.5 children per woman in these 60 
countries as a whole. 


Fertility has fallen by an average of 1% per year in the 38 developing countries surveyed more than once since 1990. 
The pace of decline has, however, been slowing compared with fertility decline in the 1970s and 1980s. Also there are 
wide country wise differences. 


In India, soon after Independence, with better public health 
measures, more children survived their first few years and as a 


TFR Comparison 


result the Family size increased initially. However, this was soon — 30 wv 
followed by a demand for fewer children. Availability of the India 98.91 
National Family Planning Programme in 1952, and the inllenasia 30 2.8 
acceptability of terminal method of contraception, sterilization, = f 
soon resulted in rapid decline in Fertility from the then level of = Thailand a9 
above 6 TFR. With spread of economic and social changes, new — 3 7: 


; re 
information and ideas, new reproductive attitudes, smaller size Brazil 


family ideals, and access to effective contraception, the decline The ‘survey year’ in brackets 
continued. However, the pace of decline is now very slow. er —— 
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Total Fertility Rate - India 


The concept of spacing births has stillnot 
fully set in. Also, the desire for children of — 
both sexes, with an yearning for sons, is — “a 
resulting in larger family size than — y 
desired. 


In 20 years, a drop of 13 TFR was 
achieved. Our goal of achieving a decline 
of 1.3 TFR in just 10 years is ambitious, but 
possible, ifall actions are takennow. 


Total Fertility Rate 


1981 1985 1989*' 1993 1997*” 2000 2010 
_ oe 


Substantial 'unmet need' for terminal and 
spacing method still remains. Choice of _ = 
contraception, is however, limited to meet & Actual, ice, 
the changing needs of the couple over Leeman tenes satiate figures ee 
their reproductive span. Large populations in the reproductive age are entering the “eligible couple” category, 
offering additional challenges to the family planning programmers in the country. 
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*21997 is estimated figure based on figures of 1998 


There are wide disparities in the rate of | rate - Selected State -India 
decline in various states in the country. —  ° aeaecs ge 
While the many states, particularly the 
southern states, have achieved or are in © 
the process of achieving a TFR of 2.1, the 


Kerala 
Tamilnadu 
Andhra Pradesh 


Replacement Level Fertility; the high TFR | 

levels of 2.8 to 4 in the large north Indian . oF — 

states of Rajasthan and the un-carved : 2 

states of Bihar, Uttar Pradesh and Madhya ~ hdeiedite 

Pradesh, which comprise 36% of India's ) Gujarat 

population, remains a major concern. India 
Madhya Pradesh 

The Goal of Population Policy 2000, is to Bihar 

achieve the Replacement Level Fertility of Rajasthan 

2.1 by 2010. Already, its indicated that this | Uttar Pradesh 

achievement may have to be postponed. ) 0 @000 15 Fs 3: Ges 
: Note : Rate are for the three years preceding the survey (1996-98) Source : NFHS - 2, India, 1998-99 


This would mean a second major 
postponement for India. Earlier, under the 
Goal of Health for Allin 80s, areplacement level fertility had been envisaged. 


__ Average TFR in India 2.8, corrected to 3.4 as per Population Report (Sept - Oct, 2003) 


Of the several factors influencing Fertility levels directly, contraceptive use remains the single most important. In 


countries, where contraceptive use is widespread, fertility is low, and where contraceptive is uncommon, fertility is 
high. This direct relationship can be seen in the illustration’. | 


Along with contraceptive use, several other factors influence fertility levels directly. These “proximate determinants” 
of fertility include women's age at first marriage or first entry into any union (legal, consensual, or otherwise) th 

length of the period of post- partum insusceptibility to conception, and induced abortion treduction in abortion f t ; 
can occur without increase in overall contraceptive use if couples switch to more effective family planning sediehe 


These factors are especially important in explaining fertility levels and fertility declines where access to family 
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planning information and 
services is poor and thus 
contraceptive use has not 
played an important role. As 
contraceptive use becomes so 


widespread that substantial f mere sibs Tanzania 
further increases are unlikely, F 5 ye a ug 
‘ Pakistan A anes Sytias «Kenya 
the other proximate g Meuritania ~ Libya Bolivia "=" Paramuay 
determinants, including family i . : pis Ziman» Gohue 
: Cambodu Myanmar y ail a 
planning programme efforts, 3: aa! RoR repye Rep. oLcuader 
j luskrnenistan Mite. ic 
play relatively more important & india’ poe ci 
roles in future fertility changes. : antec I 
Kasabhatan Crech 
rey Belarus * ~ 
In addition to these direct : Latvia ithpamig ROAM (penis EG 
factors, many other factors- 
social, economic, and cultural ar 10 20 30 40 50 


factors influence fertility. 
These, such as an increase in 


Source | Population Report (Sept-Oct 2003) 
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women's status and educational achievements are indirect in their influence. They affect fertility by affecting one or 
more of the proximate determinants, suchas increasing age at first marriage and the use of contraception. 


Levels of contraceptive use vary widely 
amongst different regions of the world. 


Worldwide, more than 620 million 
married women of reproductive age- 
57% of all such women - were using 
contraception in 2000. With much 
higher reproductive age population 
base in the developing countries, the 
absolute number of contraceptive users 
in the developing world was almost 500 
million women compared with 120 
million inthe developed world. 


However, the percentage of women using 
contraception is higher in the developed 
world, at 68%, than in the developing 
world, at 55%. 


The use of Modern Methods in the 
Developed world is 56% - ranging from 
71% in North America to 41% in Eastern 
Europe and Central Asia. In most 
countries, use of OCPs is high. 


Bc of Contraceptive Use Widwide 


(Among Married 


% cmon Using 


| Any Any Modern _ Traditional 
. Method Method 

| WORLD SD a) le 
_ DEVELOPED AREAS 68 56 12 

. Australia & New Zealand 8 72 3 

. Europe 72 61 11 
Eastern Europe & Central Asia 62 4} 21 

| Japan 59 54 5 

| North America _ 71 , se 
| DEVELOPING AREAS 50 


) Sub-Saharan Africa 

| Near East & North Africa 
Asia 

| Latin America & Caribbean 
Pacific (Oceania) 


Source : Population Report (Sept-Oct 2003) 


Contrary to what might be expected, in developed countries a much higher percentage of women (12%) use traditional 
methods suchas periodic abstinence and withdrawal, than in developing countries (5%). 


r 


Among developing regions, levels of a Jontracepti 


contraceptive use vary widely, from an 
average of 15% in sub- Saharan Africato — 
68% in Latin America and the Caribbean. 


Female Sterilization 9% 


Oral Contraception 8% 


: 
in the developing world as a whole, Mam Jed 
about half of married women of | vecdicen ce | 


reproductive age group use modern 
contraceptive methods. The figure falls 
to 35% if India and, especially, China, are — 
omitted. 


IUD 4% 
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Male Condom 3 % 
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The analysis of the Contraceptive | | 
Method Mix is based on the Population — eee. 
Report (September-October, 2003), - 
which covered through DHS or RHS, 60 
developing countries, representing nearly 50% of the population of the developing world. Excluding China, these 
represent about 71% of the developing world. 38 countries in developing regions were surveyed more than once since 
1990, allowing examination of trends and comparison between the surveys. 


Any Traditional Method 7% 
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The average use of any Method was 36%, with 64% eligible population not using any method. Of those using a method, 
29% were using a Modern Method, while 7% were using a traditional method. The break up of the methods revealed 
that 9% were using a terminal method and the balance 20% spacing methods. 


The specific contraceptive methods that women use vary substantially from country to country. The method mix ina 
country reflects many factors, including the availability of various contraceptive methods and people's awareness of 
them, their cost, and where they can be obtained. In addition, personal preferences, social norms, and perceived 
acceptability of family planning use affect contraceptive choices. However, the most important aspect appears to be 
the interest of the government in a specific method, its promotion and availability. In almost every country there is a 
family planning method, which is most preferred - in China its |UD and in India sterilizations. 


It is, however, well known that an increase in contraceptive prevalence rate has a direct bearing with the number of 
modern methods of contraception available to the people. Also, ithas been well documented that with addition of one 
method of contraception, the contraceptive prevalence rate (CPR) increases by about 12 points. The increase is 
primarily due to acceptance by new people who have not or would not have taken any contraception, and switching 
over fromold methods in some. 


In the 60 Developing countries surveyed, the most widely used modern contraceptive methods among married 
women, in their order of usage are: 

1 Female Sterilization 

2 OralContraceptive Pills 

3 = Injectables or Progesteron Only Injectables (POIs) 

4 Intra Uterine Devices (IUDs) 


Together, they account for almost three fourths of all contraceptive use in the developing world. 


. remale Sterili 


Overall, this isthe most popular method of contraception. An average of 9% women have been sterilized. 

“ usage le igen at 22% in the Latin America and the Caribbean region (in Brazil, its high at 40%, Columbia 27%, 
cuador 23%, Peru 12%) and least at 2% in the Near East and North Africa. In Asia, it is 10% with wide differences in 

different countries. In India its highest at 34%, followed by Nepal 15% and Philippines 10%. 


Its most widely used method in 14 of the 60 countries surveyed. 


Levels of female sterilization remained about the same between surveys in most countries. However, in 3 countries: 
India, Columbia and Nicaragua, use of female sterilization grew by five or more percentage points. In India, this 


increase accounted for almost the entire increase of contraceptive use from 41% in 1992- 93 (sterilization: 31%) to 48% 
in 1998-99 (sterilization:36%). 


This increase is continuing in India. During 2003-04, 4.87 million total sterilizations were performed, which is 3.1% 
increase over the previous year 2002-03 of 4.73 million sterilizations (these figures include estimated 2% male 
sterilizations). These figures are still low as in order to reach the projected TFR of 2.3 by the end of the 10" Plan, from 
the currentlevel of 3.2, a 74% increase in sterilizations to 8.23 million is required. 


r } 


; Lontra 


OCs are the second most widely used contraceptive method among the married women in the developing world. They 
are the most widely used method in sub- Saharan Africa (with use in Zimbabwe at 36%, being the highest of any 
country worldwide, reflecting an emphasis that the national family planning programme. has put on distribution and 
promotion of OCPs in the country) and the second most used method in the Near East and North Africa, Asia with 8%, 
and Latin America and the Caribbean. 


However, OC use among married women remained about the same among most countries surveyed more than once. 
Use increased most in Bangladesh, rising 5 percentage points in the six years between surveys. 


Among unmarried sexually active women, OC use is often more common andinmany countries, much more common- 
than among married w 


_ Use of OCPs in India between the two 
OCPs in Million Cycles 1 surveys rose very marginally from 
70 SEE ————_—_. 1.2% CPR (92-93) to 2% (98-99). 


62 
- — ag _ The approximate sale/ distribution of 
50 Sa ag CSMP | Oral Contraceptive Pills in the country 
0 is about 120 million. The sale of 
socially marketed OCPs_ both 
<a | government and SMO owned has been 
rising steadily. 
Commercial | 
- Itis hoped that this would be reflected 
1994-95 1995-96 1996-97 1997-98 1998-99 1999-2000 2000-01 2001-02 2002-03 _in Couple Protection Rate, when the 
Commercial figures of 2001-02, 01-02, 02-03 not available ~ next NFHS is taken up in the country, 
min. A tl pices aneventalready delayed. 
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Injectable has become the third most commonly used contraceptive method among married women in surveyed 
developing countries, although still used by only about 5% of married women. 


itis worth noting that unlike sterilizations and OCPs which remained about the same, multiple surveys reveal that this 
is one method that rose by an average of 3 percentage points in every country, except one country Rwanda. Use 
increased most in Malawi, by 14 percentage points, in Peru by 13 points, and in Haiti and Indonesia by 9 points. 


In 15 countries, injectables are the most popular contraceptive method among married women. 
Of the 60 developing countries surveyed, injectable usage was prevalent in 56 countries, ranging from 1% to 23%. 


In 26 countries, where more than 4% of the married women were using this method is given below: 

(The data below includes both DMPA and Net-en). 

The only four countries where injectable use was 
not reflected was India, Vietnam, Morocco and 


Details of 26 Countries where Injectable Use >4% 


% Use No. of Countries Chad. Injectable use in India, with its availability 
Countries only in the private sector, is limited. The 
23% | South Africa experiences gained so far would be elaborated 
21% § Indonesia during the Workshop. 
16% | Mali 
Above 10% 8 15% | Peru The data of 2002 regarding DMPA shows that an 
14% | Nicaragua estimated over 13 million women globally, both from 
| Zor Eanes Hart the developed and developing countries were 
11% | Jamaica using DMPA as an contraceptive option. 
10% | Honduras 
8.10% g 9% | El Salvador The Alan Guttmacher Institute has cited the 
8% | Belize, Cape Verde, Namibia, popularity of long acting method, such as DMPA, as 
Nepal, Paraguay, Zimbabwe an important factor in the largest decrease in 
unintended pregnancy rates among young women 


7% } Bangladesh, Cambodia 
6% | Tanzania, Uganda 
4- 7% 10 5% + Madagascar, 
4% | Comoros, Columbia, Gautemala 
Ecuador, Mauritius 


intwo decades. 


It is highly probable that wide availability of the 
long acting method — injectables should also help to 
increase contraceptive prevalence in our country. 
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The lUD ranks fourth among family planning methods used by married women in surveyed developing countries. |UD 


use appears to have increased in 14 of the 38 developing countries, but the increases were small, on average less than 
half percentage points. 


The IUD is phe most wicely used method in the Near East and North Africa. In surveyed countries in Asia and sub- 
seneran Africa, the IUD is little used. The one exception is Vietnam, where 39% of the married women use the method 
reflecting the government s emphasis on providing it. China— which has not beena part of DHS or RHS programme but 
has nein a surveys of contraceptive use — has high levels of IUD use, at 36% of all married women of 
reproductive age. The IUD is the most widely used method in most of th i 

e surveyed 
Central Asia. yed countries of Eastern Europe and 


In India, |UD use has been stagnating around 2 %. The latest data is also not heartening with 6.079 million 1UD 


B.. 


insertions in 2003-04 as compared to 6.078 million |UD users, barely any increase. 


Several types of IUDs are in use in India. The National Family Planning Programme, recently in 2003, switched to 
CuT 380A in place of the earlier CuT 200, which had beenapartof the programme for several years. 
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Reliance on the male condom for family planning is rare among married women in developing countries. Levels of 
condom use reported by married women have not changed substantially in recent years. This is despite the 
importance of condoms for protection against HIV and other sexually transmitted infections. 


Among 60 surveyed developing countries, an average of only 3% married women say they rely on the male condom for 
contraception. In only three countries do more than 10% of married women report condom use for contraception- 
Mauritius at 13%, Costa Rica at 16% and Jamaicaat 17%. 


In India, the use of this method remains lowat 3%. 


Among additionally surveyed countries in Eastern Europe and Central Asia, in the Czech Republic 19% of married 
women use condom for family planning, and in Ukraine 14%. 


Sexually active unmarried women of reproductive age are much more likely to report condom use than married 
women. In 11 developing countries, levels of condom use are ator above 20%, among unmarried sexually active women. 


In countries with at least two surveys of unmarried women since 1990, condom use rose an average of seven 
percentage points. Increases have been substantial in some countries - 32% (from 3% to 35%, 1990-1998) in Paraguay 
and 24% (12% to 36%, from 1993 to 1998-99) in Burkina Faso. 


The total sales/ distribution of condoms in the country during 2003-04 was about 1800 million pieces of condoms. The 
sales of socially marketed condoms has been consistently increasing, with reasonable increase in the commercial 
sales over the last two years. 
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Condom in Million pes a 7 Primary data In surveyed developing countries 
bon 5 relatively few women married or 
unmarried use other modern 
ee 7 891 contraceptive methods - including male 
. y a Een | sterilization, vaginal methods, (diaphragm, 
“a \ 7 / cervical caps, and spermicides), implants 
a ee oe | CSMP _ orfemale condoms. 
600 ee 
| \ a7 395 o Ras J _ Use of vaginal methods averages less than 
= 78 200 a SA Comey | 1% OF total contraceptive use among 
oe foe “  womeninall regions. 
_ ea / —— Ul ig9 «= 204—Ss219 
7 aw Implant use is highest among married 
0 | ' 197.60. 109 000-01 | women in Indonesia, at 6%, and second 


All figures rounded off | highestin Haiti, at just 1%. 


Source : MoHFW, GOI 
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ion its relatively a 
In no survey country do as many as 1% of married women use the female condom for contraceptio y 


very new method, yet to take off. 


Male sterilization: Aside from India and China, less than 1% of women surveyed in developing countries rely on male 
sterilization for contraceptive protection. Nepal, at 6%, has the highest level of male sterilization among all the 
countries surveyed, followed by Puerto Rico at 4%, Brazil at 3% and India 2%. It must be recalled that earlier, till late 
1970's, male sterilization was more popular in India than female sterilizations. 


}. Traditionat Family Planning Methods 


in all the developing countries combined together, the average use of traditional method is 7%. The use of Periodic 
Abstinence being 4% and Withdrawal 3%, with wide variation amongst countries. 


The highest use of Abstinence being in Bolivia at 20% and Withdrawal at Turkey being 24%. 


In India, periodic Abstinence is 3% and Withdrawal 2% 
8. Lactational Amenorrhea Method { LAM) 


Although women report using LAM as acontraceptive method and believe that are using breastfeeding as amethod of 
contraception, studies show that in fact the correct use of LAM is limited. The reason being that all the three minimum 
criteria: 

»  fullyornearly breastfeeding 

»  lessthansixmonths post partum 

* notmenstruating. 


which can prevent sexually active women from unintended pregnancy, is rarely practiced. 


No contraceptive method is 100% effective. The graph below illustrates the point, using estimates calculated for 
“perfect use” of a method, in which the user always follows instructions for use exactly, and those calculated for 
“typical use” which takes into account that people do not always manage to use contraceptives perfectly. 


The typical use failure rate is lowest for 
male sterilization and highest for the 
OCP. The 'perfect use' and the 'typical 
use’ failure rate for injectables at 
0.30%, an harmonal method as 
compared to OCPs, another harmonal 
method is quite good. 


Contraceptive Failure Worldwide 


The 'typical use’ failure rate for Vaginal 
barrier method at 20%, Periodic 
Abstinence at 25% and Withdrawal at 
19% are quite high. 


FEMALE STERI MALE STERI INJECTABLE lUD ocP CONDOM 


Methods of Contraception 
» Estimated failure rate (perfect use) I Estimated failure rate (typical use) 


It has been estimated that even if users 
were to use methods perfectly all the 
time, there would still be nearly six 


Tussel (1998) Estimates based on USA data. FAILURE RATES ARE EXPRESSED AS PERCENTAGE 
OF WOMEN WHO WILL BECOME PREGNANT DURING ONE YEAR WHILE USING THE METHOD. 


Source . Safe Abortion . Technical and Policy Guidance for Health Systems, WHO. 2003 
Te « 
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million accidental pregnancies each year. For 
an estimated 26.6 million. In order to control the fertility, 
termination of pregnancy. Its again importantthatthese women 


‘typical use' failure, the accidental pregnancies would be even higher at 
many women may resort to safe or unsafe induced 
are counseled to use family planning post abortion. 


Another Important issue while ; 
Signing contract use ic Cumulative Conception Rates for Women Discontinuing 
the Return to Fertility for DMPA, OCS and IUDs to become Pregnant 
reversible methods or spacing 
methods of contraception. 


The return of fertility in case of 
DMPA is slower during the first 12 
months of discontinuation, but 
then picks up and is comparable 
with IUDs. The return to fertility 
for OCPs is faster. The largest 
study of Return to Fertility among 
users of DMPA, conducted in 
Thailand, found that women 
conceived 9 months on an 
average after last injection. 


% of Women pregnant 


Before ending this presentation, its important to put the Contraceptive Prevalence Rate in India, along with Total 
Fertility Rate, in perspective. 
Contraceptive Prevelance Rates — Current & Planned 
CURRENT : 1998-99 | PLANNED : 2010 
Not Using 


FP 
52% 


- Percentage increase of 
. 12 % CPR required 

Steri 36% Not using FP 40% Current CPR 48% - Ona higher base of number 
of eligible couples 
z 


Therefore 

- Current CPRs would have to 
be maintained by covering 
additional persons 

Traditional / Other ; - Added CPR to be achieved 

methods 5% IUD 2% Required CPR 12 % on a larger base 


TFR : 2.1 
CPR : 60% 


In 1998-99, the CPR was 48% and the TFR 3.4. The Planned Goal in the National Population Policy, 2000 is to achieve a 
TFR of 2.1 for which CPR of 60% is necessary. Where would this additional CPR of 12% come from? 


Its important to also remember that at that time the base of number of eligible couples in the country would be very 
high. Therefore, it would be important to not only retain the current CPR percentage by covering additional persons, 


butalsoaddon substantial additional CPR increase. 


Besides increasing the accessibility of existing methods and improving their quality, expanding the choice of 
contraceptives is essential to achieve the TFR goal of 2.1 and simultaneously helping mothers to improve their quality 
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of life. During the Workshop, let us all learn more regarding injectables from within our country as well as our 
colleagues from our neighbouring countries. Concerns of womens’ groups would be addressed. Latest technical 
inputs from WHO regarding injectable safety and other issues would be helpful. 


We have planned this workshop to be participatory, so that specific action plans for the future can be drawn up. 
Therefore besides discussions following the presentations, we have planned for extensive group work. 


| thank all of you for being present with us and look forward to an enriching experience in the next two days. My warm 


wishes are with you. 


We hope as a result of this Workshop, particularly the deliberations, we would move further towards increasing 
access to effective and safe method of contraception in the country, thereby decreasing the level of unwanted fertility 
and the consequent decrease in maternal mortality and morbidity. 


The role of men, as supportive partners as well as responsible fathers must be kept in focus. The 'couple' is important 
both man and woman, since we are concerned with their reproductive health. Also every child must be wanted and 
loved by both the parents. 


Thank You. 
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My experience on Injectables as a researcher or as a programme manager has at 
best been peripheral. Most of my research and interest has been on child 
survival, ranging to various aspects of reproductive health, including abortion. 
My first insight into this particular topic began — actually with an intensive 
literature review, which! did recently. | did this review with the expectation of a 
researcher devoid of prejudice and bias. Throughout this review | made 
conscious efforts to put on many caps. 


As a researcher | saw the wealth of information that already exists out there, yet 
the need for filling valuable gaps in the knowledge. As a programme manager, 
the urgency of putting all that research out there into good and responsible 
practice. As a policy maker, the need to infuse the reproductive rights 
perspective into this Program. As a clinician, to be confident of having the best 
available option. And last but not the least, as a woman, trying to address those 
concerns which go beyond the fertility and contraceptive needs, in the larger 
context of the socio-political environmentthat she lives in. 


DMPA injectable is probably the most extensively researched drug in modern 
history. More than 3 millions months of research / programme experience. 
Currently being used by about 16 million women spread over 130 countries — the 
third most prevalent contraceptive. More than a thousand scientific papers and 
reviews and yet here we are 40 years later, in 2004, debating yet another review 
and tracing back history! What | hope to do in next half an hour or so is do what | 
would do when! come to crossroad — look back at the evidence, see what it says. 
But in the end, | am not going to offer any magic bullet because there doesn't exist 
any. |'m not going to offer any solutions — yes and no answers; but lay before you 
the evidence that is out there and ask you to make that informed choice. 
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DR. SIDDHIVINAYAK HIRVE 
MS., M.PH. 

Director 

Vadu Rural Health Programme 
KEM Hospital 

Pune 


Let me take you through the DMPAstory, rather quickly - 40 years, in may be the next one minute. 


The story is by any means, along and protracted one, filled with controversies and concerns, checkered with debate 
and discourse. From the day its contraceptive properties were recognized, way back in the 1960's, it has been 
questioned for its safety in the earlier years and later, for its potential abuse within the health system— a more recent 
debate. The 60's saw many clinical trials taking place; all of it was largely focused on the US. In spite of some evidence 
about safety, the US Federal Drug Administration (USFDA) rejected the first application for approval of DMPA for use as 


contraceptive inthe US. 


The 70's had more clinical studies, more of 
debates, public hearings, and Senate 
hearings. In spite of a recommendation fora 
limited approval for use of DMPA as 
contraceptive in the US, the application was 
_ rejected again. In the interim, whilst this 


DMPA developed as a contraceptive 
1960s Clinical trials for safety 
1967 US FDA rejects approvai 
1970s New safety concerns raised, recommendation for limited 
approval, hearings, denial 


Many countries approve and introduce DMPA debate was raging in the US, many countries 
india stays away from DMPA, conducts NET-EN trials - licensed the use of DMPA as contraceptive in 
1980s Large multi-country studies their countries and introduced them into 
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their national programmes, with good 
experiences. India in contrast, shied away 
from DMPA because of its controversy — 
because of the opposition from women's 
groups at that time and even today, and went 
in for NET-EN and started its trials. 


1991 WHO study findings published 

1992 USFDA approval 

1993 india licenses DMPA, followed by NETEN 

1995 india favors DMPA/NET-EN over Norplant, makes available 
through commercial and social marketing channels 

1998 Recommendation for phased introduction into India’s public 

sector opposed by health/ women advocates 
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The 80's saw large multi-country epidemiological studies, looking at safety issue again, most notably the WHO multi 
country collaborative study on neoplasia & steroid contraceptive. Once this evidence was published, the USFDA 
finally gave its approval, which triggered off a series of events, both in India & elsewhere. More and more countries 
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Let me use a rather simple abe 
framework, to lay in front of you 
the evidence that is there. A. itieton rekite en 
framework, consisting of just 3 ro stakeholders | 
components — the contraceptive, | Who? MNC, GOI . 
the provider & the woman. Capability / skills? | 
Quality of care? What are her needs? 
“ ? 
As expected, the bulk of evidence — What adie w excell | 
that is there is all focused on trying _ interred 4d -tolerate? 
to answer issues surrounding — Howfreeis she tomake «<==» What is her perception of the 
the contraceptive. How efficacious | a choice? nti va ieee etnes - : 
is it? How effective is it? How | adiiiiaens tar eaaall . 
reversible is it? . i ott ae Autonomy Va making? | 
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availability, affordability, accessibility, capability of the provider, quality of care issues 


But when it comes tothe woman, the evidence starts 


, getting converted to more of discourse and debate, without really 
substantive evidence backing it. Even the studies 


biomedical perspective. | bl which focus on the contraceptives have a very strong underlying 
perspective, less of socio-cultural perspective, behavioural perspective or the user perspective; though, 
there are studies that do address these problems. Ultimately, if you look at the evidence about the woman what she 
needs? What are her preferences? What is she willing to accept or what is she not willing to accept? What is her 
perception of control over her body or her own reproduction? What influences her decision -making? All boiling 
down to those two main issues, — How informed is she and how free she is to make a choice? There is less of evidence 
but more of discourse and debate. At another level, if you look at some of the literature, we have concerns being raised 
on issues surrounding the woman, her autonomy, her negotiating power, the gender power and inequalities-whether 
at the societal or family level. There are also issues of, why nota male contraceptive? These are larger debates for which 
there is not much evidence, buta lot of debate. Concerns of interest of various multinationals have also been raised. Gaps 
and inadequacies of policies, which exist in India today — whether its in drug, population; those concerns have been 
raised. But, lets try to see what evidence is out there againstall these various issues that have been raised so far. 


There are inherent difficulties in comparing clinical trials, because of different methodologies, definitions and 
control groups. 


As expected, most clinical trials have focused on the efficacy and there is no doubton the efficacy of the contraceptive 
Injectables. In almost all studies, the failure rate has ranged from 0.1 to 0.7 pregnancies per 100 women years, which is 
better compared to other methods of contraception. But, there is a rider to it. This high efficacy is conditional on the 
appropriate timing of first injection, appropriate timing of repeat subsequent injection within the grace period — 
issues which the service delivery systems needs to look at critically. The “typical use” failure rate ( upto 1.6) is slightly 
higher compared to “ perfect use” failure rate. This is expected as typical use rate is always higher than the method 
specific rate, even though that difference is not atall that relevant for injectables. The efficacy for NET-EN is comparable. 


Looking atall the evidence that's out there, whois the typical end user for injectables? 


Though context specific, the typical acceptor is a woman in her early 30's, with 2 or 3 living children, wanting to limit 
rather than space her children. When given a choice, women prefer injectables over pills or IUD, 40% women have 
chosen injectables in Thailand, 75% in Philippines. Acceptors are both, new who tend to choose injectables because of 
its convenience, ease of use, effectiveness, perception of safety, novelty but also women with previous experience 
with other methods switching to injectables for reason of side effects experienced with the earlier contraceptive that 
they were using .The majority of such method switchers, in fact came from Bangladesh. 90% of them switched from 
other methods to injectables because of side effects of other contraceptives used. 


Reasons for not choosing injectables among non users or other method users has been largely lack of awareness, 
non-availability, fear of side effects, as well as concerns regarding delay in return to fertility. An aspect of injectables 
often pushed by protagonists of injectables as well as by the reproductive rights people and they should be the same, 
is the convenience of secrecy of use. This has been mentioned by some women, especially in a study in Mexico, and as 
| understand in the qualitative studies by the Government of India and UNFPA, jointly conducted in 3 centers. 
However, what happens is, you have an increased high acceptance, but then at some stage, convenience gives way to 
side effects. Studies have shown that an initial high acceptance is difficult to be sustained. In fact, in most of the 
studies, the range varies from 10-80%, but on an average 50% discontinuation at one year, 60 % at2 years. 


The most common reason for discontinuation remains bleeding disturbances, which accounts for 15 to 50 % across 
studies in various countries and is experienced more with DMPA than with NET-EN (Mukherjee 1980) However, 
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menstrual disturbance as a reason for discontinuation remains context and culture specific, with high 
discontinuation rates seen amongst women in Pakistan, where women using DMPA were less likely to accept 
amenorrhoea, (Kazi 1985); in contrast to India where infrequent bleed was less likely to result in discontinuation han 
frequent heavy bleedings (ICMR 1995), probably indicating that Indian women tend to tolerate Simenormnoes ina 
better way than their counterparts. Now this high discontinuation rates can beseenasasystemic fatture, either due to 
poor selection of methods, poor attributes of contraceptive or just the inability of the services to ensure the 
sustenance of the continued use of the injectable. But, at the same time this high discontinuation rate can also be seen 
differently as a proxy for the woman's freedom of choice to opt out of the method, if she dislikes it. 


Lets come to the main crux: the menstrual disturbances. Though, menstrual disturbances as a reason for 
discontinuation accounts for about 50 % of all discontinuations, the actual incidence of menstrual disturbance is 
much higher — 15-90 %, that's the range, within a year's use. Typical patterns seen with DMPA use are: irregular spotting 
in initial periods, often prolonged in nature, gradually progressing to less frequent and scanty bleeding leading to 
amenorrhoea, seen more in obese women than in thin women (WHO 1978). In contrast, women using NET-EN have 
more frequent bleeding episodes, Amenorrhoea is less common, (ICMR 1995) But in long term use, the bleeding 
patterns are more or less similar with both DMPA and NET-EN. However, studies show that menstrual patterns returns 
to normal in majority of women, within 3 months of discontinuation of injectables. Though studies have also shown 
that 6 % of women are still amenorrhoere even at the end of 2 years (Quintono 1987) The protagonist of injectables 
have often sought to underplay the side effects of menstrual disturbances as not being harmful or life threatening and 
as an expected effect which needs to be dealt with re-assurances or whatever. Whilst this may be true to an extent, lets 
not underplay the women's perception of side effects as a reason for discontinuation. Lets try to address this issue 
with all its due importance, as this is what ultimately determines the contraceptive preference — contraceptive 
seeking behavior. A huge gap in this area in form of research still needs to be filled. Tolerance thresholds to menstrual 
disruptions, partner attitudes need to be studied to understand how and why menstrual disturbances affect the use of 
injectables. 


Another major concern, especially from a rights perspective, is the reversibility attributes of the contraceptive, in this 
case the injectable. Most studies, which have looked at return to fertility, have looked at either return of menses or 
return of ovulation or actual conception or whenever the women discontinued for reasons to conceive. The median 
delay to return to fertility, as expected, is higher as compared to barrier methods, COC, or IUDs. Itis 8 to9 months after 
the last injection as per studies, though large variations are seen in the time taken to return to fertility amongst women 
from different populations. Probably, reflecting the differences in the nutritional, metabolic and fertility status. Indian 
and Thai women have been shown to have earlier return to ovulation as compared to Swedish women, but not as 
compared to Brazilian women (Benagiano 1980). There is a lot of gap, which needs to be filled to understand this, 
cross-cultural, cross regional differences. Studies have shown that the delay is more for DMPA than NET-EN. (Garza- 


Flores 1985, Fotherby 1984) It has also been found that delays are unaffected by women's age, parity or duration of use. 
(Schwallie: 1974). 


Mee - aN e1iec bias | 
Safety Issue are probably the most researched aspect of = Bn | es | ae 
injectables. My intention here is not to exponent a desk = Concerns of bone mineral loss 
critique of any of the studies which have looked at safety a \ 


aspects, Neither is to pick holes in their methodologies or to 


P 2s : = Cardio-vascular/ metabolic effects 
critique the critics of this study, or to speculate on potential 


i isi 7 @ Cancer 
biases or misinterpretation of these studies, but just to lay 
seb +n fatire rant ; 
forth the evidence as it has been presented and leave again the = Risk to fetus-inadvertent exposure 
call for judgment to you. . | 


e Safety in use by adolescents 
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pecan tte we mah mr once inn and where elaing the we fects Mor 
iti: huwlaahthb concer : scence, in lactating women and in the environment of maternal 
- eee ncame up with the New Zealand studies which showed a high bone mineral loss of 7 to8% 
‘an : ‘ n> elas rit subsequent studies, large trials, large multi- country studies, have shown that, yes, 

Y one loss, but that loss is reversible (WHO 2000). The Chinese studies show the loss to be low, 
0-4 1% per annum, unrelated to duration of DMPA use. Loss being high in the initial five years (Tang 2000, Berenson 
2001). Probably, in our situation, we are not really looking at twenty years use of DMPA. We are probably looking at 5-6 
years over awoman’'s reproductive life span. Debates which have centered around bone marrow loss and its effect on 
pubertal skeleton growth, especially in adolescence or the risk for accelerating or aggravation osteoporosis in 
lactating mothers using injectable and on the other hand the benefits of preventing a potential pregnancy have been 
largely speculative and lack a substantive evidence. A country might choose to play it safe. Indiahas probably done so 
when it decided in the 1998 ICMR meeting in Mumbai when the recommendation went out that lets avoid injectables 
in adolescents, though its not contra- indicated as the Thai and other multi-country studies (UK, Sweden), have found 
no association with long term DMPA use (Virutamasen 1994, Taneepanichskul 1997, Merkifield 2000, Perrotti 2001) 


Weight gain is probably the second most common side effect. Not due to fluid retention, probably due to tissue 
deposition, may be due to increased fat. We see a weight gain of 1.5-2 kg per year(Mukherjea 1980, WHO 1978, ICMR 
1984). An initial rapid rise, leveling off after 5 years (Schwallie 1973). We also have recent studies from Thailand, China, 
and Indonesia, which say there is no effect of long-term DMPA use on weight gain. The evidence out there is still 
equivocal. 


But weight gain per se is rather a crude measure, unless one looks at whether it is really associated with metabolic or 
cardiovascular risks. There has not been a single study which shows adverse effect of DMPA or NET-EN on blood 
pressure. Studies looking at blood coagulation parameters, there is no increased risk of thrombosis (Howard 1985, 
Fahmy 1991). Though same studies have shown definitely minor alterations of coagulation factors but without clinical 
consequences (Hyjazi 1985, Meng 1991). Studies have also shown alteration of lipid profile, which can create a 
condition which can accelerate atherogenesis (Lande 1995, WHO 1993, Kaunitz 1994). But we also have studies which 
show no effect on lipid markers irrespective of nutritional status (Amatayakul 1979, WHO 1986, Anwar 1994). There is 
only one study from Thailand, which shows yes, a definite glucose intolerance following long term DMPA use (Liew 
1985). But majority of studies show mild increases in insulin levels or glucose levels, but there is no glucose 
intolerance. Three centers WHO study shows no alteration of glucose tolerance or adverse metabolic or nutritional 
side effect of one year DMPA use even in undernourished lactating women (WHO 1986). 


The cancer debate was probably sparked off in the 70s with the reporting of breast nodules in two of the three 
surviving Beagle dogs which were subjected to the toxicology studies, way back in late 60s. The debate continues, but 
it has been largely addressed by the large epidemiological studies in the 80s. Neoplasia steroidal contraceptive 
studies definitely show the absence of a link between breast cancer and long term DMPA use (WHO 1989). Though, 
there is an increased risk in subgroups of these women, who participated in these studies. There was an increased 
risk in recent compared to long-term users of DMPA (Gray 1989). The authors reasoned it out as a triggering of pre 
existing- cancerous lesion, rather than inducing cancerous lesion or may be a hypothesis that it may suppress the 
benign breast disease and unmask pre-existing cancer. 


The same is true for cervical cancer. There is no statistically significant link between cervical cancer and long term 
DMPA use (WHO 1992). Whatever relative risks that have been calculated through case controlled studies range 
around 1.2-1.5 but are not statistically significant. Though there is definitely an increased risk again for a sub group of 
women, probably for in -situ carcinoma but not for invasive carcinoma (Thomas 1995). Probably reflecting again that 
either in situ carcinoma or dysplasia are reversed with stoppage or discontinuation of DMPA or the DMPA induced 
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lesions donot progress to invasive carcinoma. 


No effect or a protective effect of DMPA on endometrial, ovarian, liver cancer (even in hepatitis B endemic regions) 


has been seen with DMPA use (WHO 1991, Kew 1990). ) . 
Another pressing concern is whether the fetus is at risk. Fetus may be exposed to DMPA inadvertently, inthe eventota 


method failure, in a woman receiving DMPA while pregnant or a woman becoming pregnant shortly after 
discontinuation of DMPA or in some country settings where DMPA was misused as abortificient. Studies from Thailand 
have shown that yes, there is an increased risk of low birth weight, peri-natal and neonatal mortality, following 
inadvertent in- utero exposure to DMPA (Pardthaisong 1991). The same follow up study of the surviving children show 
no effect on normal growth or development of the children. But we also have studies which show there is no difference 
between birth weight or birth defects or teratogenicity in newborns exposed to DMPA prior to conception (Dahlberg 
1982, Katz 1985). Though there is one particular study which shows increased incidence of polysyndactly & 
syndactaly, and probably some chromosomal aberrations, including Downs Syndrome. (Pardthaisong 1988). 


Another important question is: “Cana lactating mother safely use PO injectables?" Studies looking at this particular 
aspect basically focus on 3 issues: 

Alteration of the quality or the quantity of breast milk. 

Transmission of injectables through breast milk 


Effect on the progene - onthe child's growth, development & puberty. 


Yes, injectables are transmitted through breast milk. In fact, the DMPA levels in breast milk are similar to that in the 
maternal plasma level. They are detectable even upto 12 weeks of discontinuation of DMPA. NET-EN levels area third 
of maternal plasma levels and detectable till 8 weeks of discontinuation of NET-EN. Evidence on alteration of quality & 
quantity of breast milk - there are both types of studies that show no effect (Prema 1982, Tankeyoon 1988, 
Pardthaisong 1992) and studies that show some alteration of breast milk lipids but without any consequences on the 
infant growth (WHO 1986) or without compromising on the immune properties of breast milk (Dalhberg¢ 1982). 


The story continues with the effect on infant growth and development. No adverse effect Vaffe 1988, WHO 1994), no 
effect on adrenal, gonadal functions (Virutamasen 1996), puberty not affected in boys but affected in girls that too, 
breast development and menarche delayed, but not significant. Pubic hair development has been shown to be 
significantly delayed in a study from Thailand (Pardthaisong 1992). Most studies on this aspect have either come from 
Thailand or US, and Sweden, | believe, which have followed up a cort of young children born to mothers who had 
been exposed to DMPA or NET-EN while in neutral. US studies have shown increased aggression in females but notin 
males. Sexuality is enhanced. There is no effect or depression, mood changes. 


So itcomes down tothe next question: Canadolescent safely use PO injectable? 


There are concerns, which | have laid before you: 
bone mineral loss. 
possible effect on later sexual development & reproductive function 


side effects — weight gain, bleeding irregularities, return to fertility, higher discontinuation rates. 


Itis for learned audience like you to make that informed decision, WHO (1990) says, yes lets go ahead - its safe for use. 
Its nota contraindication. 


Service Delivery - Lessons Learnt: Several studies have examined user as well as provider perspectives. User 
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Perspective in terms of satisfaction, quality of care and informed choice. Provider perspective in terms of provider 


attitudes, training needs of injectables in the context of service delivery systems. But | feel that the best evidence 
comes from the country experiences rather than such st 


delivery. We have great examples from Thailand 

introduced the use of DMPAs in early 60s. Even before 
need for diligent post use surveillance, the need for k 
keep on coming up every time — either in success or f 
will probably hear about Sri Lanka 
the need to be sensitive to respond t 


udies, especially in the context of contraceptive service 
~ the McCormick Hospital Family Planning Program, which 
it was introduced in the National programme of Thailand. The 
eeping upto date records, follow up. Counseling Issues, which 
ailure experiences of countries. We have other examples — we 
~ the need for having transparency in health systems for introducing injectables, 
o concerns whether from women activities or from the women themselves. In fact, 
the Family Planning Association of Sri Lanka mandated breast examinations, routine PAP smear, annual check ups, 
especially when the concern for risk for cancer was at its peak. The national program also introduced these checks, 
but later discontinued when the safety issue was assured: though the Family Planning Association of Sri Lanka still 


continues with its PAP smear. So, its the ability as well as the sensitivity to respond to concerns that | feel marks the Sri 
Lanka experience. 


Philippines experience — we have a lot to learn from. Introducing injectable is not really the issue, its what follows. 
You introduce Injectables into the program, you have initial uptake of the method, but somehow, if your “systems” 
fails — either in terms of poor preparation, poor training, poor logistics, poor information or counseling, resulting in 
problems of screening, informed choice, counseling on side effect management, it will determine the success or 
failure of introducing injectable in a large macro environment ofthe nation. 


| have already mentioned about some of the lessons learnt regarding service delivery — the importance of counseling 
and screening, which have been documented in several studies. At the time of first injection, its important to ensure 
that the woman is not pregnant. It has been found that the failure rate increases if the first injection is administered 
after 7 days of LMP (Liskin 1983, Sugihartatmo 1998). Regarding counseling, the qualitative studies supported by the 
Government of India UNFPA (1994). The results are mixed. They are promising and at the same time challenging. 
What was heartening to note from that study was that DMPA was not being pushed by providers, it was offered as a 
choice in the three private study centers which participated in the study. Negative finding was that adequate attention 
needs to be paid to counseling and management of side effects. 


There are other delivery barriers — preference for female providers, supply shortages. These result in women 
switching methods, switching clinics or not returning to clinics. Experience from Matlab — distance and inconvenience 
of clinic timings, resulting in clinic switching or discontinuation or women not returning to the clinic. (ICDDR, 
Bangladesh) Cost was mentioned earlier. It does affect acceptance. But interestingly, Parivar Seva Sanstha studies (PSS 
1998) show that though free injectables results in higher acceptance, it cannot be sustained. In contrast, look at the 
McCormick Program (Thailand)- women are willing to pay for quality .The Keyword, | would say, is “quality”, which 
service delivery needs to look at. Also, DMPA, NET-EN choice adds to program logistics (IPPF 1992). 


| am not going to go into issues of logistics, which can compound or confuse the problem — whether to introduce one 
injectable or two injectables and whatare the issues revolving around it. But looking at all the evidence that's out there, 
lets try to put ina 'rights' perspective, a rights framework and try to see if we have enough evidence to address this. 


Do we have a policy environment, which is conducive? | would say, yes - this is the only answer | am going to 
give! 
» Lookatinjectables itself, the Reproductive Technology — lets introspect as to: 


Whois going to control it? 


What purpose is it going to be used for? The potential forits misuse? 
Whatarethe risks and benefits? 
Issues of availability, accessibility, affordability 


Quality of care issues (resources, capability and sensitivity to offer informed choice and 
supportive care, ensuring/safeguarding the woman's dignity, autonomy and respect). 


Having laid the evidence as | saw it, in front of you, the debate right now to me is not to determine whether the 
injectable is a good or bad contraceptive. The debate is not whether injectables undermines or furthers a woman's 
reproductive rights, but | think the issue one needs to discuss is: HOW CAN INJECTABLES, INCLUDING OTHER 
REPRODUCTIVE TECHNOLOGIES, BE OFFERED AND SUSTAINED IN A RIGHTS FRAMEWORK, ENSURING A FREE AND 
INFORMED CHOICE IN AN EMPOWERING ENVIRONMENT? Yes, it is a loaded statement! It is a lot of agenda for the next 


two days. 


Thank you. 
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Chairperson: 


Madhu Bala Nath 
Regional Director, South Asia Region, |PPF 


Research & Clinical Trials on Injectable Contraceptives in India 
Dr. Malabika Roy 


Concern & Issues of Some Groups on Injectable Contraceptives 
Dr. S.N. Mukherjee 


DMPA — Safety 
Dr. Catherine a’ Arcangues 


Kesearch & Clinical Trials 
an Injectable Contraceptive 
in India 


Research and Clinical trials on Injectable contraceptives in India has largely 
been carried out by the Indian Council of Medical Research (ICMR) and its 
affiliated permanent Institutes. ICMR being a premier biomedical research 
organization in the country is involved in basic, clinical, operational and service 
delivery research. Let me give youa brief run downonhowall this came about as 
it is closely related to one of the mandates of the Council i.e. to evaluate newer 
contraceptive technologies. 


Way back in the early 70's the Council realized the need to investigate newer 
contraceptive technologies for expanding the contraceptive choices for the 
couples in the country. However, due to lack of infrastructure in the country that 
could suitably test all newer contraceptives being made available, the Council 
decided to set up the Contraceptive Testing Unit (CTU) atthe ICMR headquarters 
at Delhi. The CTU through its network of Contraceptive Trial Centres, initially 
started off as 5 centres, later expanded to 13 centres all over the country so as to 
have a representative sample of subjects in the trials from all the regions of the 
country. Most of the clinical trials even when exploratory, were carried out ina 
multi centric mode. During the 70's more than 15 newer contraceptives were 
evaluated which increased manifold in the 80's. Since the mandate of these 
centres changed from clinical trials for fertility regulation to include research in 
the area of maternal and child health including, operational and some service 
delivery evaluation, the centres were re-designated as Human Reproduction 
Research centres, which at present are 31 in number. These Human 
Reproduction Research Centres (HRRCs) are located mostly at Medical Colleges 
in the Department of Obstetrics and Gynaecology. Clinical trials were carried 
our in the Task Force multicentre mode such that the results /outcome could be 


applicable for the whole country. 


We are all aware that the search for an ideal contraceptive continues and that is 
why over the years various contraceptives are being continuously evaluated to 
meet the attributes of an Ideal Contraceptive viz. a contraceptive which would 
be safe with minimal side effects, efficacious, convenient dosing schedule, 
acceptable mode of delivery, long acting and one that is cost-effective. 
Injectable contraceptives meets many of the above attributes if notall. 


DR. MALABIKA ROY 

Deputy Director General 
Division of RH & Nutrition 
ICMR 


injectable Contraceptives for Women 


PROGESTOGEN ONLY INJECTABLE {three Ws 


Although all of you are aware of the various 
injectable contraceptives available for women 
| will just take a short while and list out the 
various preparations being used by women in 
different parts of the world. The two different 
kind of injectable contraceptives available to 
the women worldwide are the progesterone 
only contraceptives and the combined 
preparations containing both oestrogen and 
progesterone. Some of the widely tested ones 
are indicated in the slide. 


e Norethisterone enanthate (NET-EN) 200mg - 2 /ontn) 


COMBINED MONTHLY INJECTABLES 
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e  Cyclofem — MPA (25 mg) + Estradiol cypionate (5 mg) 

e Deladroxate-Dihydroxyprogesterone acetophenide (150 mg) + 
Estradiol enanthate (10 mg) 

e Chinese No. 1-17 « hydroxy progesterone Caproate (250 mg) + 


DMPA 150 mg as a 3 monthly injectable Estradiole valerate (5 mq) 


contraceptive has been extensively used over 
the last three decades. The product is marketed in more than 100 countries and more than 30 million women are using 


it and more than 1,00,000 women are using it for more than 10 years. NET-EN 200mg as a two monthly injectable 
contraceptive is marketed in more than 60 countries and 1.5 to 2 million women are using it. In India both the 
progesterone only injectectable contraceptives NET-EN and DMPA have been accorded marketing permission since 
the early 90's and is being used by the women in the country. 


The two widely used one monthly 


Following are some of the Contraceptives with Different injectables are Mesigyna and 


Drug Delivery Systems that the Council has Evaluated over Cyclofem. Mesigyna and Cyclofem 
the Last Two Decades are available in many developed and 

; developing countries. Deladroxate is 

Oral Pills: COCs, Triqular, Centchroman marketed in Latin America and Spain 
IUDs: CuT 220c, CuTAg, CuT 380A, LNG IUD, Cu 7, Cu Y, ML Cu 250 as a monthly contraceptive. The 


Chinese No. 1 monthly injectable is 
widely used in China and Latin 
Implants:Pellets, Capronor, Norplant, Implanon American countries and more than 
Contraceptive vaccine B hCG one million women are using it. 
However the reported pregnancy 
| : rate is higher with the latter monthly 
Reversible inhibition of sperm under guidance (RISUG) and NET nasal spray injectable and efforts are being made 
to change the dosing schedule. 


Injectables: DMPA, NET-EN, Mesigyna, Cyclofem 


Sterilisation: Filchi clip, Fallope’s ring, Surgiware, Chemical sterilization 


However, today in this workshop | will be sharing the Council's research experience till date with various 
Injectable contraceptives. 


Progesterone only Injectable: 2/3 monthly 


While oral pills were still popular in western countries in our country it was still debatable. Therefore, there was a 
constant search for developing a method which would obviate the need for daily motivation. Although large dose of 


norethisterone enanthate once every three months was then favored by women in many countries, side effects such 
as irregular bleeding, dissuaded these women from continuating its use. 


With this in mind During the 70's the Council carried out many small exploratory studies with DMPA and NET-EN 
alone as well as incombination with estrogens in varying dosing schedule. | | 


a. 


Table 1 Study with DMPA-150 mg & NET- EN 200mg As indicated in Table-1 a total of 87 women 

(as 3 monthly injections) were given DMPA 150 mg 3 monthly and 
were observed for 423 women-months. 
Majority of the women had used atleast 
two injections. The data on this method 


DMPA 150 mg "| NET-EN 200 mg 


ne 
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Woman months of use (mths) ot 423 | 807 indicated that 74.7 per cent had menstrual 
Pregnancy rate/100 users Nil | Ti disorders of which 47.1 per cent had heavy 
ee | | SERRE leedi ini { 
Reported menstrual disorder (%) 747 NA a ae ene oe 
heavy bleeding (%) AT oh 
as y Sage ‘i NA (26) women discontinued the method due 
scanty/amenorrhea (%) 27.6 NA 
——————— | — me all 7 to these changes. No pregnancy (method 
Discontinuations (Yo) 3 Cha 47.7 failure) was reported during this period. Of 
Total acceptors | g7* ‘195 ~~ the 87 women enrolled in the study 44 


women continued with the method. The 
study with 200 mg NET-EN was initiated as a 
3 monthly injection. Analysis using the life- 
table method indicated that the net cumulative pregnancy rate was 3.2 per 100 users. Closures due to menstrual 
disorders were 19.3. The continuation rate at 6 months of use was 52.3 per 100 users. 


* Majority of acceptors received 2 inj. of DMPA 
** Trial discontinued on advice of Council's Advisory Committee 


Combined Injectables : Monthly 


Although the approach of an injectable has been favored by many women side effects such as bleeding disorders 
dissuaded these women from continuing their use. Therefore, Phase II trial using monthly injection, were initiated 
with the objective of achieving antifertility effect without inhibiting ovulation an approach similar to the mini-pill. As 
indicated in Table-2, the following regimens were studied; (i) MPA 15 mg alone (ii) Norethisterone Enanthate 20 mgs 


alone (iii) 
Table 2 Phase {I Studies with Monthly Injectables — Norethisterone 
a Contraceptive Efficacy & Cycle Control Enanthate 20 mg with 
estradiol enanthate 0. 5 
Drug & Dosage Women } Period of | Method Menstrual cycle intermenstrual | mg and (iv) MPA 15 mgs 
months | use (mths) | failure bleeding with eetradiol 

| | Normal | Short | tong | Yes | No enanthate 0.5 mg. 
990.2 | /./ | 37.1 | As indicated in the 


Table-2, MPA 15 mg 
monthly injection was 
given to 39 women for 
242 cycles observed for 
| — a period of 14 months 
77.2 | 11.9 | 10.9 | 15.6 | a4.4 | with majority of the 
women receiving 6 
injections. There was no 
pregnancies in this group and the cycle length continued to be normal in 55.7 per cent. Long cycles were experienced 
by 37.1 per centand inter-menstrual bleeding by 12.8 per cent of women. 


MPA 15 mg + 

EE 0.5 mg ** (n=25) t 
NET- EN 20mg + 

EE 0.5 mg (n=36) 


**Trial discontinued on advice of Council's Advisory Committee 


10.2 | 8./ | 21.1 | 8./ | 91.3 


| 675 | 174 | 15.1 | 


269 | 14 


NET-EN 20 mg was given to 66 women, no pregnancies were reported during the 234 cycles observed over a period of 
12 months. Cycle length was normal in 67.5 per centand intermenstrual bleeding was experienced by 16.3 percent. 


These preliminary studies comparing MPA and NET-EN alone, as monthly contraceptive found that both were equally 


effective as acontraceptive although menstrual abnormalities with MPA is more 


Further, small amounts of oestrogen (0.5 mg estradiol) were added to achieve better cycle control. 25 women were 
given MPA 15 mg and estradiol enanthate 0.5 mg for 242 cycles. There were 3 pregnancies in this group. Of the 36 
women who were given monthly injection of NET-EN 20 mg and estradiol enanthate 0.5 mg for 269 cycles, one 
pregnancy was reported. Addition of estrogen to MPA and NET-EN appeared to achieve better cycle control but, what 


was gainedincyclecontrol was lostin contraceptive efficacy. 


Trials with MPA in this study was discontinued at the recommendations of the Advisory Committee of the Council. It 
was decided that it would be meaningful to evaluate only those product ie. drugs/devices, which were marketed in the 


country of its origin. 


NET-EN 20mg Monthly 


Based on the results of the above study an extended trial with NET-EN 20 mg as a monthly injection was carried out. 
Preliminary six-month data was analysed by life-table method. A total of 213 women were observed for 728 woman 
months of use, the net cumulative pregnancy rate was high i.e. 5.2 per 100 users as compared to the Phase II trial 
where-in no pregnancy was observes till 6 months of use. Cummulative discontinuation rate due to menstrual reasons 
was 19.4 per 100 users at 6 months. The study concluded that NET-EN 20 mg is not efficacious as a monthly injection. 


Other Indian Studies in the 1970's 


This includes a WHO Task Force Study entitled “Multinational Comparative Clinical evaluation of two long-acting 
injectable contraceptive steroids: Norethisterone oenanthate and Medroxyprogesterone acetate. Use-Effectiveness” 
was carried out in 10 countries where KEM Hospital, Mumbai and PGIMER, Chandigarh were the two centres from 
India participating in the study. It was observed that more pregnancies were reported in the NET-EN group. 
Discontinuations due to amenorrhoea was more in the DMPA group in all the centres including the Indian centres. 
However, there was large centre variation in these findings as indicated in the Table 3 below. 


Table 3. _—-Use-Effectiveness of Norethisterone Enanthate & Medroxyprogesterone acetate 
KEM, Bombay | PGI, Chandigarh | All Centres (10) 
NET-EN © | DMPA - NET-EN _ | DMPA | NET-EN | DMPA 
Enrolment 38 36 i | 97 832 846 
Women years . 17.8 43.1 , 398.5 
No. of Pregnancy : °t | ~~ iS 
Discontinuation due to 
Bleeding irregular | a a 


Amenorrhoea ) 74 0) ina 


: 513533; 1977 


ICMR Studies in 70's 


Besides the above clinical trials, some basic research studies were also carried out in the 70's by the ICMR centers in 
the form of pharmacodynamic studies with MPA & NET-EN. The results indicated that; 


® Both MPA 15 mgand NET-EN 20 mg prevented mid-cycle cervical mucus from arborizing 
" Endometrial biopsy revealed that ovulation was not inhibited in majority of cases 


a. 


= Insome cases atrophy of tubules were noted 


ICMR Studies in 80's 


Further clinical trials were carried out through the re-designated 31 Human Reproductive Research Centres (HRRCs). 


During this period trials were carried out only with preparations containing the progesterone NET-EN as USFDA 
approval of DMPA came muchlater in 1992. 


To validate the findings ofthe earlier use in the 70's of NET-EN 200 mg asa three monthly injection a study was carried 
out on “Comparative evaluation of contraceptive efficacy of norethisterone enanthate 200 mg injectable contraceptive 
given every twoor three monthly (60+5 days or90+5days)” Theresults are summarized inthe tables 4 below: 


Table 4 Cumulative discontinuation rates / 100 users by reasons 


Reasons NET-EN 200mg NET-EN 200mg 
2 monthly inj 3 monthly inj 

12 mths 24 mths 12 mths 24 mths 
Pregnancy rate 1.2 1.4 1.8 6.6 
Menstrual irregularities 21.2 405 om 43.5 | 42.2 
Other medical 15 bn 3.2 4.2 
Personal 11.6 29.7 9.2 23.1 
Late for follow-up a0 49 4.7 5.9 
Loss to follow-up 10.3 11.7 10.0 its 
Discontinuation rate 41.5 68.6 40.2 67.4 
Women months 10744 14202 10956 14311 


N 1207 


A total of 1181 women inthe NET-EN two monthly regimen and 1207 women in the NET-EN three monthly regimen were 
observed for 14,202 and 14,311 woman months respectively. The pregnancy rates were significantly higher (6.6 per 
100 users) in the three monthly regimen as compared to 1.4 per 100 users with the two monthly regimen. Moreover 
discontinuation due to menstrual irregularities was twice more often in the three monthly as compared to the two 
monthly regimen. The study concluded that NET-EN 200 mgis efficacious only as atwo monthly injection. 


It was also observed in Table 5 Body Weight Vs Method Failures 

meee cy 89 Eeesed in Weight (Kgs) No. of subjects Method failure during first six months 
Table-5 that the failure rate adic a ae ie 

was higher (1.6+0.5) in No. Rate/100 users + SE 
women weighing < 40 Kg as < 40 Kg 832 12 16 +05* 
compared to women he) ieee | Egg eee oS 

weighing > 40 Kg (0.6 0.2) >40 Kg 1556 _ 0.6 + 0.2 


probably because of the 
body fat composition. 


*P < 0.05 


Itis acommon finding that women put on weight while on hormonal contraceptives and this fact is not appreciated 
well by many women. It was observed in this study that although 73.8 % women have no change in weight, 22.6% 


women had gained more than 5 Kgs. overa period of 18 to 24 months of NET-EN use as indicated in the Table 6. 


Table 6 Change in Body Weight during Contraceptive Exposure 


Wt gain more than 5 Kg Duration of use 

remths | 7-12mths | 13-18mths | 19-24 mths 
Wt gain more than 5 Kg 3.1 7.0 13.3 22.6 
Wt loss more than 5 Kg 2.1 25 2.8 3.6 
No change 94.8 10.5 93 9 13.8 
Total cases 2243 1745 1263 557 


Source: Journal of Contraception 30: 561-74; 1984 
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NET-ENand Combination (Monthly) 


To obviate the menstrual irregularities existing with progesterone only injectable contraceptive a randomised 
comparative clinical trial was carried out with Norethisterone Enanthate 50 mg alone and in combination with 5 mg or 
2.5 mg of either estradiol valerate or cypionate) as a monthly injectable so as to improve the menstrual bleeding 
pattern by identifying the most appropriate esters of oestrogen and its dose which could be added to the 
progestogen (NET-EN) for monthly injectable contraceptive. The following groups were investigated: 


* Group | :NET-EN 50 m¢g+E2 valerate 2.5 mg 

a Group I! : NET-EN 50 m¢g+E2 valerate 5.0 mg 

’ Group II: NET-EN 50 mg +E2 Cypionate 2.5 mg 

4 Group IV: NET-EN 50 mg +E2 Cypionate 5.0 mg 

4 Group V :NET-EN 50 mgalone 

The study indicated that Group II i.e. NET-EN 50 mg +E2valerate 5.0 mg had a better menstrual pattern and Group II 
and Group |V had more predictable pattern from the day of injection. Thus the study concluded that newer oestradiol 
esters having different pharmacokinetic profile needs to be identified, specially one which has amore consistent and 


sharply defined oestradiol peak and decreasing the dose of the progestogen (may be to half the amount) may help in 
improving the menstrual pattern (Journal of Contraception 32: 383-94; 1985) 


Multicentric Phase-tli Comparative Study 


Based on the above results a multicentre Phase Ill comparative study of NET-EN (50 mg) + E2 Val (5 mg) Mesigynaasa 
monthly inj. and NET-EN 200 mg as a two monthly inj. was evaluated to observe whether adding of oestrogen in the 


monthly injectable contraceptive improved the menstrual pattern and acceptability of the method as compared to the 
NET-EN 200 mg two monthly injection. 


The results of the study as indicated in Table 7 that although one monthly combined injectable contraceptive 
Mesigyna is efficacious and associated with better bleeding pattern the net cumulative discontinuation due to 
menstrual disorders did not show any significant difference between the two preparation. Personal reasons being a 
monthly preparation and side effects like nausea and vomiting associated with oestrogen preparation was 


J 


significantly higher in the monthly preparation. | | 
Probably better information and counseling may have 


improved the acceptability. (lournal of Contraception 
42: 179190; 1990) 


Cumulative discontinuation rates 


Reasons for Discontinuation © Mesigyna NET-EN 
(mthly inj.) (2 mthly. inj.) 
Involuntary pregnancy 0.2 
NET-EN 200mg All bleeding-related reasons 12.0 
Amenorrhoea Pe TO 
A pre-programme introductory study was initiated a ——— 
through 42 post-partum centres in 11 states and at 33 —— 
PHCs attached to 11 medical colleges under the | i iocicaleasons (personal) _ 
Reorientation of Medical Education (Rome) scheme in | Late {o' follow-up 
10 states to look into the logistic requirements of 
offering injectable contraceptive method as an 
additional contraceptive choice for spacing births 7 
under existing programme conditions. A total of 2449 Continuation rate 
and 531 women were observed for 11,691 and 3180 | \o.emoled 
woman-months of use at the PPCs and PHCs | Women months of used 
respectively. The method failures reported were 2.1 and *) <0.05,**p<001 
1.7 per 100 users detected by clinical judgment and all 
method failures underwent elective termination of pregnancy. Being a progesterone only method the major 
discontinuations were due to menstrual disorders i.e 41.2 and 34.6 per 100 users at PPCs and PHCs respectively. 
As indicated in the Table 8 below the continuation rate at 1 year were 22.9 and 29.3 per 100 users at the PPC 
and PHCs respectively. 


Other medical reasons 


Loss to follow-up 


Discontinuation for all reasons _ 


A Aine Table 8 Pre-programme Introduction study with NET-EN 200 mg 
in the mid 80's when there was 


Pinal awareness about Site of Study Post-partum Centres | 
injectable contraceptives both 

among clients and providers it is No. of States covered 

observed that there were high Total Sites 42 
discontinuations due to Total Enrolled 2443 

menstrual irregularities, late for Woman months of use 11691 

follow-up and loss to follow-up. Continuation Rate (1 year) % 22.9 

For programme introduction to Major discontinuations 

be feasible there is a need to Pregnancy 74 


ensure informed choice, 
continued counseling and 
quality follow-up care for 
managementof side effects. 


Menstrual abnormalities 
Late for follow-up 
Loss to follow-up 


Return of Fertility 


As expected with all spacing methods it is imperative that return of fertility studies be also carried out in Indian 
women who discontinue two monthly inj. NET-EN 200 mg and are exposed to the risk of pregnancy. The above table 
indicates that return of fertility in those planning pregnancy was 72.5 % among ex-NET-EN users as compared to 83.6% 
among ex-IUD users at 12 months of follow-up. Thereisa slight delay of 5 months among ex-NET-EN users as compared 


to 3 months among ex-IUD users as indicated in Table 9. 
LA)| 
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Return of Fertility 


Table 9 


Reasons for discontinuation | RETURN OF FERTILITY 
contraceptive method | Ex-NET EN Users Ex-CUT 200) Users 

: Ae eee erate ACEC TE IED LEE a LL 

| No.of | Conceived in No. of Conceived in 

| women | 12 months women 12 months 

) risk | at risk 

ith a 

) No. Percent No. Percent 

i neces ALOE OLEOL IDES em 
Planning Pregnancy | 69 = 7125 ts 1B ye- 92 83.6 
Amenorrhoea | s a | ao | 01.0 | ae. . \ ta 
brcessve Beet rt ek ak. 4k = 
Other Personal Reasons | - | oe | Se 19 ie 


(published in the Journal of Contraception 34: 573582; 1986) 


Other Indian studies in 80's 


This includes a WHO Task Force Study carried out to evaluate the metabolic side-effects of injectable depot- 

medroxygesterone acetate, 150 mg three-monthly, in undernourished lactating women. The study in undernourished 

lactating women, compared with non-lactating women was carried out at three centres in India and Thailand. The 

findings areas follows: 

® Anthropometrics and biochemical parameters indicated that the lactating women were lighter and had 
lower plasma glucose and triglyceride levels anda higher alkaline phosphatase activity. 


= Serumcholesterol levels tended tobe higher during the first six months of lactation. 


™ Use of DMPA over a period of one year was not associated with any alteration in glucose tolerance and in 
the serum triglyceride, total proteinand albumin levels. 
™ The observed fail in the cholesterol level and alkaline phosphatase activity in DMPA users might be 


attributed to waning lactation. 
Vournal of Contraception 64: 587-5594; 1986) 


Monthly Injectables 


The two most widely used monthly injectables Mesigyna and Cyclofem have two different preparation of 
progesterone and different oestradiol esters. NET-EN containing preparations are oily based and MPA preparations 
are available as crystalline suspensions. Mesigyna was evaluated as indicated earlier in the 80's. The Council in 2002 
has initiated a study with the other combined monthly injectable contraceptive Cyclofem (medroxy progestrerone 


acetate (MPA) 25 mg) + oestradiol cypionate 5 mg through its 16 Human Reproduction Researh Centres (HRRCs) to 
evaluate its efficacy, acceptability and side effects during one year of use. 


The interim results in Table 10 indicates that a total of 1325 women enrolled in the study have been followed up for 
10,764 months of use. So far, 538 women have completed 12 months of use. No pregnancy has been reported till date. 
Majority of the discontinuations were due to menstrual disorders and personal reasons which were 11.5+1.0 and 
12.0+1.0 at 12 months of use. Although the window period for next injection was 3 days, cumulative discontinuation 
rate due to late for follow-up was 3.5£0.6 per 100 users at 12 months, loss to follow-up was also low, with a 


y. 


discontinuation rate of 2.8+0.5 at 
12 months of use indicating 
appropriate screening , effective 
counseling and quality care at 
follow-up visits. 


NET-EN 200mg Monthly (2002) 


The Council's earlier studies 
with injectable contracetiive 
Norethisterone Enanthate 
(NET-EN) 200 mg were carried out 
in the 80's. A study with this two 
monthly injection has been 
initiated again in 2002 to assess 
the acceptability, continuation 
rates so as to evaluate the 
feasibility of its introduction in a 
phased manner The study is being 
carried out through ICMR's 
National Institute for Research in 
Reproductive Health, Mumbai. It 
is being carried out in a 


Table 10 


Clinical Trial with Monthly Injectable Cyclofem 


(MPA 25 mg + E, Cypionate 5 mg) - 2002 


Reasons for Discontinuation | 


Pregnancy rate 
Menstrual disturbgr ances 


Medical reasons 


Planning pregnancy 


Accep ted permanent me thi 'd 


Accepted other FP methods 


12 months — 
0. 0+ -0. 0 


5+1.0 


54+0.7 


2.0+05 
7+0.5 


nn rr ern 


2.1+05 


A EOE tt a once 


Barsonal reasons 


Late for follow-up 


12.0+1.0 
3.5+0.6 


ce ee 


Loss to follow-up 
No. of women enrolled ( 
Woman months of use (mths) 


Continuation rate (%) 


completed 12 mths use) 


2.8+0.5 

25 (538) 
10764 
64.9 


multicentre mode through 10 HRRCs of ICMR. The interim data analysis till date indicates that a total of 1070 women 


Fig 1: Cumulative Continuation Rate per 100 users 
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Months of use 


have been enrolled and followed for 12, 
098 woman-months of use. The 
continuation rate at 12 months of use is 67.1 
per 100 users as indicated in the Figure-l. 
Women are being followed up for 24 
months of use. 


Vaginal Bleeding Pattern 


We are now adequately aware that 
irregularity in vaginal bleeding patterns is 
the most common clinical side effect for 
discontinuation by users of the newer 
contraceptive methods, especially 
hormonal methods. An objective 
assessment of vaginal bleeding pattern is 
necessary for evaluation of a new 


contraceptive method for its acceptability and continued use. The reference period method as mUnaested by 
Rodriguez et. al. is adopted for the analysis of menstrual bleeding pattern with each reference period consisting of 90 
days. The menstrual diaries obtained from the subjects enrolled in the above studies formed the material for analysis 
of bleeding pattern. For each reference period of 90 days following indicators were considered for each women i.e (a) 
Number of bleeding runs (b) Total bleeding days (c) Average cycle length (d) Longest bleeding run. base onthe above 
indicators another indicator was generated which summarized the bleeding pattern of awoman in a given reference 


period as (i) frequent/ prolonged bleeding, (ii) reduced/ infrequent bleeding and (iii) acceptable/ normal bleeding. 


The Table 11 indicates that as expected with long acting hormonal contraceptive women having an acceptable 
bleeding pattern ranged between 25.3 to 


41.2%. This was more so with the Acceptable Menstrual Bleeding Pattern 
progesterone only methods than with the Table 11 with Different Contraceptives (% women) 
combined hormonal preparations. This 

pattern did not change appreciably till one +3 mths | 4-6mths | 7-9 mths | 10-12 mths 
year of use especially with the progesterone 

only methods. With combined injectable Oral Pills (FD) 80.2 85.0 85.2 89.1 
preparations as well as with |UCDs women IUCDCuT200B 63.8 786 77 3 81 8 


with acceptable pattern improved with 


i 
passage of time i.e. at one year of use. More Mesigyna 41.2 47.3 3.1 00 
number of women had acceptable pattern *Cyclofem 29.2 42.0 39.7 37.8 
with combined oral preparations although it NET-EN 200 mg 8 6 18.4 172 50.9 


requires frequent dosing (daily intake) for 


pregnancy protection. (Journal of Norplant’ 25.3 22.9 21.1 27.4 
Contraception 1995;51:155-165) LNG IUD 26.6 38.9 36.1 38.3 
To conclude, hormonal injectable * results of preliminary analysis 


contraceptives are effective and acceptable 

contraceptive methods for women who desire to use them as a spacing method These should be offered to women 
after informed choice as another newer method in the cafeteria of contraceptive choices. However, there are various 
issues that has to be looked into and taken care of while providing injectable contraceptives which areas follows, 


= Providercontrolled method. 

= Trainingrequirements tobe fulfilled for both medical and paramedical staff 
= Adequateand regular supplies of contraceptives to be ensured. 

= Frequentvisits by clients, due to the dosing schedule need to be met. 

= Therefore, increased workload for health providers to be handled. 


= Possibilities of more discontinuations due to late for follow-up, because of the short window period specially for 
monthly injectables. 


= Need for consistent and continued counseling, with good follow-up services and appropriate and effective 
quality of care to manage side effects 


e Sterilization of syringes and needles, where auto-destructible syringes are not available. 


= Safedisposal of syringes, needles, injection vials etc. 


Thank you. 


,. 


Concern and Issues 
of Some Groups on 
Injectable Contraceptives 


Preamble 


One of the Workshop objectives was to understand the concerns of some 
groups regarding injectable contraceptive and to discuss fully the issues 
involved, in the spirit of transparency and dialogue. Therefore, prior to 
designing the Workshop, adequate care was taken to contact some of the 
women's groups opposed to injectables. Accordingly, speakers from these 
groups were finalized Dr. C. Sathyamala to address the technical issues and 
Ms NB Sarojini to handle other concerns, particularly, women's perspective. 


Parivar Seva, was however, greatly disappointed when just a few days before 
the workshop both the speakers communicated their inability to be present. 
This, decision, they said was based on the 'concept note' sent by Parivar Seva to 
them along with other Workshop details. They further advised that circulation of 
their books ('An Epidemiological Review of the Injectable Contraceptive Depo 
Provera’ by Dr. Satyamala and ‘Unveiled Reality - A study on Women's 
experiences with Depo Provera, an injectabble contraceptive’ by Sama) would 
be sufficient to represent their views. 


Accordingly, during the session on “Concerns regarding injectables” letters 
received from Dr. Sathyamala, Ms. Sarojini and Ms. Laxmi, were read out and 
distributed along with the reply sent by Parivar Seva (copies of these letters 
provided as Annexures - III). Also, both the books mentioned above were 


distributed to all the participants. 


| ig ' 


In addition to the above, Dr. S.N. Mukherjee, an eminent Gynaecologist and sothetn 
expert in family planning, was requested to review the above-mentioned two DR. S. N. MUKHERJEE 


books and apprise the participants about the concerns and issues of ag Senior Consultant 
women's groups on injectable contraceptive as also other controversies. Obs. & Gynae 


Dr. Mukherjee was kind enough to agree and present this paper. 


Presentation by- Dr. S.N. Mukherjee 


DMPA was first used in humans in 1960, for prevention of premature labour, and for treatment of threatened abortion, 
endometriosis and endometrial carcinoma. Then, the drug was used in high doses. In 1966, three independent reports 
came in favour of studies of DMPA indicating its potential contraceptive effect. As all of you know thereafter how DM PA 
has come into prominence as avery important injectable contraceptive. | must congratulate PSS for taking up this very 
important issue for discussion on expanding choices of contraception. If there is no contraception, question of choles 
doesn't come in. But, when we have some contraceptives in our cafeteria approach and if we expand pag enoices or 
option for contraception, it will definitely increase the acceptability and period of use. Itis known that addition of one 
new contraceptive will increase the CPR by 12-15 points. It holds good not only for contraceptive but any drug. Drugs 
are all chemical agents, and there is nota single drug, we know, which has no harmful effect. We should be aware that 
all contraceptives have certain advantages and disadvantages. No contraceptive is good for all women for all the time 
to come. No contraceptive is acceptable by all cultures in the globe. As we heard yesterday that injectables are not 
considered as a very good method in Pakistan, whereas in Bangladesh, as early as 1987-1990, they successfully 
introduced both DMPA and NET-EN in their programme. | have seen a number of women coming for injectables and 
continuing with it in their health centers. Injectables are highly effective, long-acting, reversible and convenient 


contraceptives and can be used privately. 


With these few words | will now present before you the concerns and controversial issues associated with 
DMPA. It is unfortunate that the noise raised against DMPA is too much, than with introduction of other 
contraceptives and drugs. Hormonal contraceptives (OCPs) are already in the kitty with the National Family Welfare 
Program. However, the following are the concerns and issues voiced by several women's groups on 
injectable contraceptives. 


1. Dissemination of accurate & balanced information : 


The issues of concern by women groups on injectables is dissemination of information, that comes under the big 
group of IEC (Information Education & Communication) - women are not provided complete and balanced 
information. Indication and contra indication are neither known properly to the service providers nor do they inform 
the clients about side effects and complications. Providers inform them partially and don't give the complete picture, 
which is very important. Possible complications are passed off by stray remarks, and one doesn't give proper 
importance to explain the possible side effects. 


2. Counselling & Informed Choice: 


Counseling has a very important role for quality care. In any service delivery — counseling is to ensure informed 
choice and use by clients /contraceptors. Clients not being given informed choice based on her needs, which is very 
important. One should explain the whole picture to the clients or the potential acceptors, and give them an 
opportunity to make an informed choice or option. This aspect is not available in most of the public sector service 
delivery. There is also inadequate follow up once the client gets this injection. 


3. Selection of Clients: 


There is also poor selection of clients. Eligibility criteria not strictly / properly followed, as it should be done. There are 
many points in screening and all those procedures for screening need to be done. However, all might not be possible 
in our setup as it exists today, but there should be some eligibility criteria. Like other contraceptives there should be 
checklist, screening procedure/ criteria general examination, pelvic examination & routine laboratory tests. 


a. 


4. Logistics supply & cost: 


Coming to logistics regular supplies and cost, 
four As are Availability, Accessibility, 

percentage of dropouts’ and influences t 
beyond the reach of common peopleanda 


In any programme especially family planning program the important 
Affordability & Acceptability. The non-availability of drugs increases 
he continuation rate. Affordability : The price of the product is presently 
Iso to the service provider suchas NGOs. 


5. Service Delivery aspects: 


Service providers must be skilled to give the injection and must know all aspects of the particular injection, including 
indications and contra-indications. They must be knowledgeable and properly trained on all aspects of the drug and 
its delivery. Safety in delivery of injection storage, injection procedure & post injection management is also 
important, whether it should be given in the deltoid or buttocks. If itis given in buttocks, question of secrecy comes in, 
and female providers may be needed. They need advices about how to give the injection, how to take the drug from 
the vial, & after bringing out the needle — no massaging of site should be done. The same instruction is to be given to 
contraceptor also. The most important issue is the infection prevention procedure. Availability of disposable needles 
& syringes & also their disposals are importantas there are the issues of HIV, hepatitis & other infections. 


6. Side effects & Complications are of most important concern: 


a) Menstrual Disturbances - Injectable contraceptives are known to cause menstrual disturbances that are 
unpredictable. It might be simple spotting, moderate bleeding, very rarely severe bleeding and 
amenorrhoea. 


ICMR Phase lil clinical trial with DMPA conducted during 1973-74, showed a high incidence (50%) of heavy 
bleeding and/or prolonged bleeding or amenorrhoea. The multicentric comparative clinical trial of WHO 
showed that 70.6% of women on DMPA did not experience even one normal cycle. There was pronounced 
variability and unpredictability of bleeding events with DMPA. In general, only about 10% of DMPA users are 
found to have normal cycles in the first year of use. Ina retrospective study, menstrual diary records of a total 
of 5257 women using nine different methods of contraception showed that women using DMPA had totally 
unpredictable patterns, with infrequent but prolonged bleeding/spotting episodes. A large multinational 
study by WHO has shown that at the end of 12 months, the cumulative discontinuation rate due to bleeding 
problems with DMPA was 15.0%. 


The attitude towards bleeding disorders due to DMPA has been to minimize its importance as a health effect 
and to be more concerned about the possibility of discontinuation of the contraceptive by the user. Concern 
has also been expressed that the psychological, social and cultural effects of disruption of bleeding patterns 
may make the method unacceptable. 


Adverse effects of bleeding disorders although a vast amount of literature exists on bleeding disorders with 
DMPA, till recently no study has systematically examined the adverse effects of bleeding on the health of the 
women. Some of the studies have shown that bleeding problems can affect haemoglobin levels, as also 


influence many disease processes. 


Amenorrhoea - is the other major menstrual problem with long term use of DMPA. In a multinational 
comparative studies of WHO have shown that the percentage of women with amenorrhoea of more than 90 
days increased from 33.9 in the first 6 months, 54.1 in the 6 to 12 months interval, and finally to 61.9 in the 18- 
24 months interval. Acceptance of amenorrhoea differs from culture to culture. In certain culture it is well 
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b) 


c) 


d) 


e) 


accepted, but in others, the clients take it as a disease, as bad bloods are retained inside the uterus. In 7 
culture women think menstruation is a sign of positive health and viability, and if there is amenorrhoea they 


think of losing their womanhood. 


Changes in body weight - with the use of DMPA, both an increase anda decrease in body weight has been 
observed in several studies. Multicentric studies conducted by WHO with the use of 150mg DMPA three 
monthly, have reported a mean increase in body weight of 1.9 kg at 12 months and 3.3 kg at 24 months. The 
increase in weight experienced by women on DMPA could be due to its glucocorticoid like activity, increased 


appetite etc. 


Changes in Bone density/ Bone mineral loss — demineralization of bones is mostly the consequence of the 
hypo-estrogenic effect of DMPA. The adverse effect of DMPA on the integrity of bone was one of the concerns 
expressed by members of the panel of the Public Board of Inquiry set up by the USFDA in 1983. The study 
carried out in New Zealand by Cundy et al in 1991 showed that DMPA users had significantly reduced bone 
density in the lumbar spine and in femoral neck as compared to pre-menopausal controls. Similar studies 
conducted at Sweden, UK, USA etc. had shown reduction of bone density in different bones of varying degree 
with no definite conclusive result. However, demineralization of bone with DMPA has serious implication for 
women in India who are under weight (a predisposing factor for osteoporosis) and manifest a high 
prevalence of calcium deficiency. 


Changes in lipid profile — alteration in serum lipid profile especially on high-density lipoproteins could 
lead to an acceleration of cardiovascular changes and elevation of Blood Pressure. Hormone preparations 
that simultaneously elevate low-density-lipoprotein cholesterol (LDL-C) and decrease high-density- 
lipoprotein cholesterol (HDL-C) cause the most concern with regard to coronary heart disease. DMPA 
appears to havea dual effect on blood pressure either up or down. Direct effect of DMPA on both the adrenals 
and pituitary can be one of the mechanisms that could explain its dual effect on blood pressure. Most studies 
have found that DMPA has an adverse effect on serum lipids and is associated with an elevation of LDL 
cholesterol and lowering of HDL cholesterol. A multicentric comparative clinical trial carried out by WHO 
during 1992 on women using DMPA, with women having IUD as control, has concluded that long term use of 
DMPA induces moderate changes in lipid metabolism which are unfavorable in terms of risk for 
atherosclerosis. Several groups have echoed this finding of the WHO and the findings about moderate 
changes in lipid profile could increase the risk of atherogenesis, has been voiced strongly. 


Concerns about Cancer - 

(i) initial WHO multicentric collaborative study during 1979 to 1988 revealed that in women aged less than 
35 years, the relative risk of breast cancer in DMPA users were > 1.0 irrespective of duration of use, but 
there was no trend of increasing risk with months of exposure. Evidences from other studies in Costa 
Rica and New Zealand have also corroborated the findings of WHO. They showed that DMPA users had 
an elevated relative risk of breast cancer compared with never users. Some of the groups also felt that 
there is doubling of risk of breast cancer in young women using DMPA, which is a cause for concern 
especially in countries where breast cancer is a public health problem. 

(ii) Risk of Cervical Cancer a large scale multinational collaborative study by WHO during 1992 and few 


others from Latin America, have shown possible risk of association of cervical cancer with DMPA both 
invasive and carcinomain situ. 


Concerns about STI, HIV/ AIDS — It has been postulated that DMPA can increase vertical transmission of STI 
& HIV infection by altering the cervical and vaginal mucosa in users. The injectable contraceptive is targeted 
at women in the reproductive age group for the duration of their reproductive span which may be curtailed 


by the use ofa permanentmethod In India 
considered unprotected and substantial 
would suggest that about 2000 new caseso 
the injectable. Recent studies are beginnin 


there are approximately 41 million women who could be 
Proportion in need of the injectables. A conservative estimate 
FHIV infected women added per year if 50% of the women accept 
He : | § to indicate that DMPA may itself be a risk factor in transmission 
er sexually transmitted diseases. Use of DMPA has been indicated as a factor influencing 
shedding of HIV-1 infected cells in cervical and vaginal secretions, may be due to direct effect on the virus, 
effects on immune modulation of virus replication, or effects on local genital tract physiology. Ulcerative and 
non-ulcerative STDs are co-factors for HIV transmission. DMPA is known to alter cervical and vaginal 
epithelium in normal women whichcan become atrophic and develop post-partum like changes. 


7. Return of Fertility 


Injectable contraceptives are long acting, they take some time after the last injection to wear off. The time varies from 
woman to woman. Most women must expect to wait for 6 to 9 months after the injection to be able to become pregnant, 
sometimes it takes two years or longer. Several studies from Mexico, Thailand, USA etc have corroborated the fact. In 
India, there are no study on this on DMPA users, however ICMR study on NET-EN have shown the median time 
conception in 7.8 months, as compared to 3.7 months in IUD users. Further studies on the return of fertility have 
reported that the delay is not dependent on the duration of the use. The prolonged amenorrhoea and anovulation are 
due to the presence of active amounts of the drug present in the blood beyond 90 days injection — interval period 
rather than inability of the hypothalamus, pituitary, or ovary to recover from the effects of the drugs after it has been 
entirely eliminated. However, some of other studies from Mexico and Chile, have reported serious and irreversible 
effects on the reproductive organs following prolonged use of DMPA, in the form of endometrial atrophy with 
prolonged secondary amenorrhoeaand possible ovarian fibrosis. 


8. Effect onthe health of Lactating Women: 


DMPA has a serious adverse effect on the health of the breast-feeding woman because of its association with 
demineralization of bone. Recent study from US has shown that even if the dietary source of calcium is increased in 
lactating women, demineralization of bone takes place with prolonged breast feeding. Moreover in India, with a wide 
prevalence of osteomalacia, and where rural women on an average breast feed for more than two years, 
administration of DMPA would prolong the period of demineralization of bone. Increasing dietary calcium intake is 
also not a possibility that exists for the majority of Indian women who are poor. Lactation should thus be an absolute 
contraindication for the administration of DMPA in Indian women, the greater proportion of whom are under and 


malnourished. 


9. Implications on health of the Adolescents: 


The WHO recommends, with certain reservations, that adolescence as such should not be seen as an absolute 
contraindication for the use of DMPA. However the study by Cundy and others on the association of bone loss and use 
of DMPA, however, raises concern about its use in adolescents. In the developing skeleton, bone mass continues to 
increase until the closure of epiphysis. In late adolescence (between 14 to 17 yrs of age in girls), although there is not 
much additional spurt in linear skeletal growth, remaining epiphysis such as those of femur, humerus, symphysis 
pubis and sterno-clavicular junction become fused, sometimes as late as the early 20s. The peak adult bone mass 
achieved and the subsequent rate of bone loss are the major factors that determine a woman's susceptibility to 
postmenopausal osteoporosis. DMPA, a contraceptive that causes loss of bone mass in users should not be 
administered during adolescent since this is the period of maximum bone growth and for the closure of epiphysis. An 
adverse effect on bone development in this period due to DMPA use could lead to greater morbidity during future 


pregnancy and increased susceptibility to postmenopausal osteoporosis. 
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10. Effects on Fetus/ Infants: 


Infants exposed to DMPA in utero have increased perinatal and neonatal mortality risks. The most serious adverse 
effect of in utero exposure appears to be the mutagenic effect of DMPA and the increased risk of giving birth to children 
with chromosomal anomalies including Down's syndrome. Moreover, DMPA affects birth weight adversely. The 
proportion of women giving birth to low birth weight babies was significantly higher amongst the DMPA users. 


in conclusion, | would like to request the learned participants of this workshop to kindly look into the concerns and 
controversies related to DMPA with care andassess their merits based on facts and results of several recent important 
scientific studies on the subject including the research findings of WHO. 


DMPA is a highly effective, convenient and long-acting contraceptive option that has been available worldwide for 
over 30 years and in the US for the past 10 years. It has been used by over 68 million women in over 114 countries 
worldwide. In 15 countries surveyed since 1990, injectables are the most popular modern contraceptive among 


married women. 


Benefits and risks of hormonal therapy are often under scrutiny. However, long-term clinical experience has 
established the safety of this long acting contraceptive. Use of DMPA does not increase the risk of cardiovascular 
events, breast cancer, gynaecological malignancies on postmenopausal fractures. Moreover, DMPA provides several 
potential non-contraceptive health benefits. Counseling with regard to common client concerns as potential effects 
on weight, mood or menstrual pattern is important and can further improve client adherence. DMPA is a contraceptive 
option that can be recommended as appropriate in majority of clients who desire to preventan unwanted pregnancy. 


DMPA - Safety 


You have raised so many very important issues. | don't pretend to discuss all of 
them. In fact before coming here | was asked to review the evidence onanumber 
of Safety issues, which is what am going to do now. 


Safety Issues _ These are the issues that | will 

cover briefly. As you can imagine, 

DMPA and bone mass in half an hour one can only 
DMPA and cardiovascular disease address them very rapidly. 
DMPA and cancer Therefore, what | have chosen to 


do is to tell you how WHO goes 
DMPA and HIV about synthesizing evidence that 

has been gathered on FP methods; 
DMPA and weight and how this is then put to experts 
DMPA and vaginal bleeding patterns and translated into guidance that 
can be used in country level 
programs. 


Return of fertility 


As was said yesterday, DMPA has been around for many years and we have 40 
years of accumulated research on it. And the difficulties that all of us face is how 
to take into account new data and put it in the context of the data that already 
exist. So what we have done with quite a number of partners is to put together a 
system which we call the CIRE system (Continuous Identification of Research 
Evidence). The objective of the system and the steps being followed are: 

=  tosystematically identify evidence, as itis being published. 

u tocritically appraise and grade onthe quality of that particular research. 


» to then evaluate the new evidence in light of prior data by conducting or 
upgrading a systematic review of the complete body of evidence on the issue. 


DR. CATHERINE D' ARCANGUES 
Co-Ordinator, Director's Office 
Department of 

Reproductive Health & Research 
World Health Organisation, Geneva 


cess by submitting it toa group of international 
luding some of youherein this room; and 
f the current WHO 


» — tothen evaluate the systematic review through a peer-review pro 
experts. Currently the group comes from 26 different countries inc 


» to then translate into evidence the views of these experts for the confirmation or revision © 


guidance. 


ust to summarize, the first step is to 
Guidance Based on Evidence and Kept Up-to-Date a snitor all naw evidence: fiaimeund 1S 
then to review it systematically, using 
techniques to be able to pool data from 
various studies and also to grade the 
quality of that data and then to submit it 
to the group of international experts. 


Systematic review This is then translated into evidence and 
on selected issues we have this year updated the Medical 
Eligibility Criteria for Contraceptive Use 
International Expert which is illustrated in the slide in the top 

Working (sess left corner, which identifies who can take 
which method. The document on the 
right called the Selected Practice 
Recommendation for Contraceptive Use 
gives certain guidance as to how a 
method should be used, for example what 
to do if a woman misses two pills during one cycle. And the third one is the Decision Making Tool for helping in the 
encounter between the client and the provider. These three, as | said, were updated this year. | have copies of them 
here. You are welcome tolook atthem. 


The Four Cornerstones of Evidence Based Guidance 
So, to go back to recommendations that are 


made once the evidence is synthesized, the ig ee! Selecta Esarene 
F ee Criteria for Recommendations for 

group of experts classifies whether a method Contraceptive Use ail Contraceptive Use 

is appropriate or not for a person based on soley par 

that person's characteristics or some pre- | and programme 

existing condition, into four categories: a 

Categoryl. A condition for which there is | 

no restriction for the use of the contraceptive eepenanahis 

method. 

Category2. A condition where the ' Tools for health- 

advantages of using the method generally : a - 

outweigh’ the theoretical or proven risks, but Decision Making Too! for Handbook for 


Family Planning Clients and Family Planning 
Providers Providers 


the method may not be considered as first 
choice. 


Category3. Acondition where the theoretical or proven risks usually outweigh the advantages of using the method. 


Category4#. Acondition which represents an unacceptable health risk, if the Contraceptive method is used. 


Thus, Classification 1 means that the method can be used in any circumstance; Classification 2 means thatthe method 
can be used, may be not as a first choice; Classification 3 means that use of the method is not recommended. unless 


more appropriate methods are not eae — - 
Mienable opie} acceptable: anc Simplified Classification of Conditions 


Classification 4: the method cannot be Classification With Clinical Judgement With ‘amited Cinical 
used. In setting where there is not a lot of Judgement 
clinical judgment available, then No. 1 & 2 
can beconsidered'yes' and No.3&4'no'. 


Use method in any circumstance Yes 


Generally use the method Yes 
Now to turn to DMPA and metabolism. As 


we know, the effect of DMPA on bone Use of the method not usually 


metabolism is mediated through ovulation recommended unless other 
inhibition, which induces very low serum ereeeeropriate megeamar 
estradiol levels, similar to those measured not available or not acceptable 
during the early follicular phase (10-60 Method not to be used 


pg/ml or 30-180 pmol/l). There are 


currently 32 studies that bring new data on this topic and which were summarized in a systematic review. In general, 
they show that bone mineral density (BMD) is lower in DMPA users than in controls — depending on the site and 
depending on the population, of the order of 5 to6% lower. Mostly, this is within one Standard Deviation from baseline, 
which means that it does not go into the osteopenicrange. There are, however, some cases where the bone loss leads 


the women into osteopenia. There have never been any cases of osteoporosis recorded. It seems that the changes are 
reversible upon discontinuation. 


Changes in Bone Mineral Density Among 182 The largestistiey that has 


been conducted to date to 
DMPA Users and 258 Nonusers, 18 - 39 years old ctady. CheRIeEn bone 


mineral density among 182 
© DMPA current user DMPA users, 258 non-users 
and then a group of 110 
women who discontinued 

DMPA. The BMD is 
ee represented on the left side 
for the spine and on the right 
side for total hip. There is 4 
to 5% difference between the 
group of DMPA non-users 
and the group of DMPA users. 
With time, the discontinuers 
do regain the BMD of non- 
users and the lead time is 
Source: Scholes et al 2002 about 18 months. 


BB DMPA Non-user ©) DMPA discontinued 


Spine 0.98 Total HIP 


m 6 Ww Sb . 36 6 12 Sees. 30 SE 
Month of Follow-up Month of Follow-up 


This is for women who are inthe same metabolic state, if you like, while they are discontinuing DMPA. But the question 
is what happens to women who actually discontinue at the time they become menopausal. The question is whether, if 
they start to enter menopause with a reduced bone mass density, this will put them ata higher risk of osteoporosis and 


fracture when they are post menopausal. 


The best data that is available on this issue today is this one, which is limited in size, because you see that it compares 
312 women who have not used DMPA with 34 who have used DMPA for a mean of 3 years, arange of one single injection 
to about 15 years of use. You willsee that for all the sites that have been looked at: lumbar spine, femoral neck, Ward's 


ian¢le and trochanter, there is no . | 
ee incadl difference between Bone Mineral Density among 60 y/o Women: 


those who have used and those who 312 Never Users of DMPA 
have not used DMPA. and 34 Ever Users of DMPA 
So, this is just one study, but there ™ Never used ™ Past DMPA use 


are several others. The conclusion of 
the expert group was that women 
who discontinue DMPA use can 
regain lost bone mass before 
menopause. Women who 
discontinue DMPA at menopause do 
not experience the same rapid bone 
loss as do DMPA non-users. This is 
papomned pce mec that wihiletiig? Lumbar Spine Femoral Neck Ward's Triangle Trochanter Total Body 
were using DMPA, they were already | source: or - Walker et al, 1998 

in an oestrogen-deprived 
environment, and therefore the occurrence of menopause does not expose them toa change as is seen in women who 
were not using DMPA. So, the absence of oestrogen that is seen in non-users, is not seen by DMPA users. That would 
explain why you find there is no difference in BMD between past users and never users in the postmenopausal phase. 


Py 


Now the area of more concern is with the adolescents. There are only six studies, some are very small and they show 
inconsistent results. But they do show that current DMPA users have significantly decreased BMD values over 2 years 
compared with non-hormonal users. The question is: when they should be in a period of life when they should be 
accruing bone mass, and in fact, they are losing bone mass, then once they stop using DMPA, will they regain the bone 
mass that they should have had? 


One study has shown (it is across sectional study and therefore it has all the limitations of cross sectional studies) that 
women who had begun to use DMPA prior to age 21 had decreased Bone Mass Density compared to others. This is 
shown on this slide. 


It is a cross sectional study of 200 DMPA users and BMD of 200 DMPA Users 
they were simply grouped by age at beginning of Grouped by Age at Beginning of Use 
use. Youcansee thatthe BMD of the group atthe left Age at beginning of use 


- those who began to use DMPA before age 20, is 
lower than those of the other groups. Therefore, the 
issue about adolescents is still open. 


21-25 26-30 31-35 


There are cohort studies on — going, which are 
looking into two age groups-adolescents and peri- 
menopausal women. For adolescents, the question 
is whether the women who begin using DMPA in 
adolescence regain bone mineral density to reach 
normal values after discontinuing DMPA. For peri- 
menopausal women, | think there is less concern, Source: Cundy et al, 1998 
but still studies are on-going and we will be getting 


some more data to show whether women who use DMPA until menopause have a lower BMD after menopause 
compared tocontrols. ; 
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Reccmmendations: 


= Age<l8years - Category 2 
Pe Age 18-45 Years - Category 1 
os Age>45 years - Category 2 


So the current recommendations of the ex 
considered a first line choice. Between 1 


pert group are that for women under age 18 years DMPA should not be 
8 - 45 years, there should be no restriction vis-a-vis the issue of bone 


mass. But above 45 years again DMPA should not bea method of first choice. 


Now, we turn to progestogen — only contraceptive injectables (POI) and cardiovascular disease. Most of the data 
accumulated today actually comes from the WHO collaborative study which was conducted in 21 hospitals centers 
around the world — in Africa, Asia, Europe and Latin America. It gathered 3697 cases and 9997 controls. Out of them, 37 


cases and 122 controls were using the POI 
contraceptives. 


If you look at all cardiovascular diseases 
combined, you will see the difference 
between the non-users (being used as the 
control group) and POI users just the line 
below. For all cardiovascular diseases 
combined, DMPA does not increase the risk - 
1.02 with confidence intervals well around 
1. For all types of strokes, again no effect of 
DMPA. For myocardial infarction, again no 
effect of DMPA. For venous 
thromboembolism the risk appears to 
double with DMPA use although the 
confidence interval is well around 1, 
therefore non- significant. 


Progestogen-only Injectable Contraceptives 
and Cardiovascular Disease 


CVD 
combined 


| 


All types of 


myocardial | 
infarction | 
Venous 
thrombo- 
embolism 


; Adjusted for BP and Smoking 


| Non-users 
PO| 


Non-users 
Non-users | | 
Pol | | 


Non-user 
POl 


: 
Cases | Controls | 


Adjusted OR* 
2668 


| 2668 | 
ee ar 


| 1.00 
| 1.02 (0.68-1.54) 


| 1774 


1.00 

| 0.89 (0.53-1.49) 

| 1.00 

| 0.66 (0.07-6.00) 
1.00 

| 2.19 (0.66-7.26) 


' 


Source: WHO 1998 


Now, for sub-groups of women who have a history of hypertension compared to those with no history of 


Progestogen-only Injectable Contraceptives 
and Cardiovascular Disease 


No history of 
hypertension 


CVD 
combined 


) Non-users 
PO| 


1.00 


| Non-users 1,00 
PO! 
All P-only 


All stroke 


Acute 1 Non-users 
myocardial PO} 
infarction 


1.00 


1.00 


Non-users 
| 2.92 (0.84 -10.2) 


PO| 


Venous 
thrombo 
embolism 


1.01 (0.67-1.55) 


/ 
| 


0.8 (0.46-1.39) | 


0.67 (0.07-6.11) 


History of 


hypertension 


5.87 (5.12 - 6.73) 
7.16 (1.32 - 38.7) 


7.21 (6.10 - 8.52) 


15.7 (5.45 - 45.0) 


8.05 (4.89 - 13.3) 


1.52 (0.98 - 2.36) 


Source: WHO 1998 


hypertension. Women not using hormonal 
methods and who don't have a history of 
hypertension are used as reference group. 
You can see that non-users who have 
hypertension, have a risk of cardiovascular 
disease multiplied by six. Users of DMPA 
without a history of hypertension have no 
increased risk. But with a history of 
hypertension, they too have an increased 
risk - slightly higher than in the non-user 
group. Now, if you look at the group of 
women who experienced a stroke, in fact 
amongst the women without hypertension 
the risk is not increased. But in the group 
with hypertension, there were 5 cases only 
who were all DMPA users. The relative risk 
therefore could not be calculated. It was 
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in-only methods in the study and was estimated to be 


calculated for women who were using all forms of progest shia: 
his is not very different from what is being seen with oral 


double that of baseline. On this point, | want to mention thatt : 
contraceptive users — this is the same type of increased risk that you would see amongst oral contraceptive users wno 


have hypertension. With acute myocardial infarction, there were no cases among women using progestogen-only 
injectables, so again the risk was not calculated, but this time for the opposite reason to the stroke data. Just to putitin 
perspective, you know that amongst OC users, the risk of myocardial infarction is increased — itis multiplied by +, and 
amongst women whouse the pill and have hypertension, it is multiplied by 24. 


The incidence of cardiovascular disease among women using progestogen-only injectables appeared to increase the 
risk of venous thromboembolism although notina significant manner in this particular study. There were no cases of 
yenous thromboembolism amongst women with hypertension. Again for comparison, the second generation pills 
have been shown to increase the risk of venous thromboembolism, multiplied by 3, and the third generation, by 6. 


So, how has this been translated into recommendations by the expert group? 


Certainly women who have multiple 
risk factors for arterial cardiovascular 
disease i.e. hypertension, diabetes, this 
method is not to be used. (for DMPA the 
effect of smoking does not seem to have 
an added effect. This can be understood 
because smoking induces an hypo- 
oestrogenic state and since DMPA 
women are already hypo-oestrogenic, 
smoking does not seem to add to the 
cardiovascular problems). 


DMPA / NET-EN 


Multiple risk factors for arterial CVD 
Hypertension: syst 150-159 or diast 90-99 
syst > 160 or diast> 100 
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Current & history of ischemic heart disease 


Migraine with aura In case of hypertension, if it is moderate 


hypertension between the values for 
systolic 150-159 mmHg and diastolic 90 
99 mmH¢, DMPA is not considered a first 
choice but could be used. But it should 


Known thrombogenic mutations, hyperlipidemias 


Rn SR SRL RR oe end AOA TE 


History of cerebro-vascular accident 
| 


Major surgery with prolonged immobilisation 


not be used for women who have severe 
hypertension systolic >160 mmHg or diastolic Incidence of CVD among Women Not Using 
>100 mmHg. For women with deep vein Hormonal Contraception and Not Smoking 

thrombosis or pulmonary embolism, DMPA is a 
definite contraindication. For women with a 
history of these problems, it is not a first choice. 
For women who have ischemic heart disease, it is 
definitely contraindicated as it is for women with 
stroke or migraine with aura. For women who are 
known to have thrombogenic mutations, 
hyperlipidemias, or who are to undergo major 
surgery with prolonged immobilization, it is not 


» Thrombosis = Cerebral ischemia 
= Cerebral hemorrhage ® Myocardial infarct 


Incidence (per 100000 women years) 


a first choice. , 

20-24 25-26 30-34 35-39 40-44 
Now that gives a very grim picture, but | want to Age group (years) 
remind you that the baseline risk in the age group of WHO study, Oxford UK . 


: : J Epi io! Comm 
women who are concerned with contraception is a oe eotadenaabhes 


very low. Here you have data for womena 
prevalentin this age group, the baseline j 
and clearly these data vary by population 


ged a0-45 years inthe UK. Even for venous thromboembolism which is most 
ncidence is about 3 per 100,000 women years. Now this is in a UK population 
-Butwe need to keep thatin mind when we talk of doubling of the risk. 


Now turning to the issue of DMPA & cancer, 
ovary, liver, breast and cervix and here you 
multicenter study and the relative risk adjuste 


WHO carried out a study to look at various cancer sites: endometrium, 
have the number of cases and controls which were included in this 
d by age, center and year of entry into study. 


4 We can see that DMPA has a protective effect 
Relative Risks of 5 Neoplasms in Women who WENVCMATME on endometrial cancaiiilias’ no ffeaien 


Used DMPA - WHO Collaborative Study Ovarian and liver cancer. For breast cancer, | 


will come back to thi, but you can see that the 
risk in that study was 1.21, although not 
significant, since the confidence interval 
. (ele includes 1. For cervix, the estimate is 1.1 with 
(0.06-0.79) 
a confidence interval around 1. 


To look more deeply into the issue of DMPA 
and breast cancer, a combined analysis was 
(0.96-1.52) performed of the data from this WHO study 
and from a New Zealand study. These 
confirmed a relative risk in ever-users of 
DMPA of 1.1, which was not significant. 
However, when the analysis started to look at 
different subgroups, then the risk appeared increased during the first4 years after initial exposure in women less than 
35 years old at diagnosis. They were a very small group. As you know, breast cancer in this age group is very rare, 
although it is a very serious condition as it is a more aggressive type of disease than in older years. The risk did not 
increase with duration of use and was not increased in women who began use more than 5 years previously. Soas was 
mentioned by one speaker yesterday, the interpretation of this is that DMPA may accelerate the growth of small pre- 
existing lesions among young women and this might explain why you have this finding in a subgroup. But | will 
mention to you some more recent data that has come about. Again, we are talking about a rare disease in that age 
group and therefore the maximum increase inrisk attributable to DMPA is 3 to4 cases per 100,000 women years. 


1.0 (0.4-2.8) 


*Controls matched with cases by age, center and year of entry into study. 


Now since 2000, two studies have been published. One, was acase-control hospital-based study in South Africa, with 
484 case and 1625 controls. That study showed no evidence of increased risk with use of progestogen-only injectable 
contraceptives, even in women <35 years old. Another study was conducted in the US, which was also population 
based and was very carefully conducted and took into account many known factors influencing breast cancer. There 
were 4575 cases and 4682 controls and it showed no evidence of increased risk associated with use of DMPA among 
women aged 35 - 64 years old ( OR=0.9, Cl: 0.7- 1.2). They did not look at women who might have had a diagnosis of 
breast cancer before the age 35 years. It was a very carefully conducted study, however | should mention that there 
were only about a 100 DMPA users among the cases and about 100 among the controls. 


Now turning tocervical cancer. 


This WHO study found no increased risk with increased duration of use. In the same study, which was conducted in 
Mexico and Thailand (1,217 cases and 8956 controls 23.3% cases and 15.4% controls had ever used DMPA), the data on 
carcinoma in situ showed a relative risk of 1.4 (Cl 95% 1.22-1.67), which was significant, after being adjusted for age, 
number of pregnancies, use of oral contraceptive and Pap smear frequency. The risk increased with duration of use, 
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DMPA and Invasive Squamous Cell 


but decreased with time since first and last use. In other 


words, after discontinuation, the risk returned to base line. Cervical Cancer 

Since no relationship was established between invasive WHO Collaborative Study 

cervical cancer and DMPA in the same study, the findings 

suggest that if DMPA increases the risk of cervical cancer in Months Number of Subjects Relative Risk 
situ, either this is a reversible effect or the cervical lesions of use | (95% Ci) 
induced by DMPA donot progress toinvasive disease. 0 789 5 184 10 

| may add, in fact that there has been some other studies I-12 90 Zit 1.4 (1.0 - 2.0) 
doneon this issue since then and one study particularlyhas | 43.24 50 99 1.2 (0.7 - 2.0) 
looked into the possible effect of DMPA on oncogenes who ae m a > Se 
are known to mediate the effect of the human papilloma 

virus on cervical cancer. The result of that study is that > 60 6 86 1.4 (0.9 - 2.2) 


DMP A d oesn ot affe ctortri gger on cogen es * Controls matched with cases by age, center and year of entry into study 


So, the recommendations of the group areas fol lows: 


Current breast cancer is a definite contra- 
pie NEVES indication in the knowledge of a possible 
promoting role of steroids in general, and for 
past breast cancer or women who have no 
Ovarian cancer evidence of breast disease for past 5 years, it is 
also a contraindication but not an absolute 
one. For CIN and cervical cancer, while the 
past breast cancer women are awaiting treatment, it is not 


ma no evidenes oF current contraindicated, although not a first choice. 
disease for 5 years 


Endometrial cancer 


Current breast cancer 


Cervical intraepithelial neoplasia Yesterday somebody asked about DMPA use 
Ll and risk of STIs, including HIV. For STIs, there 
were 5 cross sectional studies and 3 prospective 
studies that were taken into account in a 
systematic review. They showed no increased 


Cervical cancer 
(awaiting treatment) 


risk of infection with gonorrhoea, 
trichomoniasis, syphilis, herpes or HPV. Two 
studies found an increased risk of 


chlamydial infection with DMPA use, with a a 

risk multiplied by 4.3 and 1.6, respectively. Protease inhibitors 

But for all these studies to do with sexual | Yoon - No data 
exposure, it is possible that this finding Ritonavir erik 3 No data 
could be due to differential STI exposure Lopinavir/ritonavir 2 Nodata 
amongst the study groups. So, clearly more Atazanavir | Liz No data 
studies are needed to be able to resolve Amprenavir ae Le. 

these issues. On the issue of DMPA and HIV inginavir | .e No d 
acquisition, 4 cohort studies and 14 cross | . saquinavir re No change 
sectional studies gave inconsistent results - Non - nucleoside reverse transcriptase inhibitors _ 
15 found no association and 3 found a Nevirapine — ) a No change 
positive association. Efavirenz ‘apa No change 


‘ 
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They gave inconsistent results. There is current 


date ynodataona possible interaction between DMPA and anti-retroviral 


The table summarises what is known for the moment with respectto the different anti-retroviral drugs and their effect 
on contraceptive steroid levels. As you Can see, some are known to decrease those levels and some are known to 


increase them. There is very little data on the effect of contraception on anti-retroviral drug levels. But alot of research 


is on-going on those issues at the moment and even by the end of the year several studies will be published on this 
issue. 


DMPA / NET-EN 


So, for the moment, the reccommendation is: 
Current or past PID 


There is no contraindication to the use of DMPA amongst 
women who may have different sexually transmitted 
infections. For those who are on anti retroviral therapy, it Current STI 
is nota first choice, but it is not a contra-indication. Current ST! 


increased risk of ST] 


- vaginitis 


With regard to weight changes, it is interesting that itis | ‘19h risk of HIV infection 
such acommon complaint in clinical studies and women do HIV infected 

discontinue for weight gain particularly. But it is interesting 
that studies that have been designed to particularly look at 
this issue are giving conflicting results. Yes, weight has been 
measured during many many trials of all types, but very 
often there was no proper control group or proper control of other factors that might influence weight. One study tried 
to control for diet and exercise and found no association between DMPA use and weight gain. Now you may say this is 
because DMPA has an effect on appetite. In fact, one study looked at the effect of DMPA on appetite and did not find an 
association. Itremains sucha difficult issue to really pin down, while it is well recognized by practitioners that women 
do complain of weight gain. What is probably happening is that you do get a percentage of women who do experience 
quite significant weight gain, but there are also many women who have moderate weight gain which they would not 
possibly experience otherwise. There is no evidence that obese women have a greater risk of weight gain while using 


DMPA. 


AIDS 


WC CCM TIDE CIEE ge 8 6Proportions (%) of DMPA Users Experienceing Different Types 
patterns, data from WHO multicentric of Bleeding Patterns over the First Year of Use 
studies are giveninthetable: 


; (n) |Ameno- | Infrequent | Frequent | Irregular | Prolonged Regular 
Itis quite typical of what you see in all the rhoea bleeding ~— bleeding | bleeding bleeding _ pattern 


DMPA trials, which is that, with time, the 
percentage of women who experience 
amenorrhoea increases with time. 
Almost half of the women experience 90 
days of continuous amenorrhoea by the 
end of the year. Infrequent bleeding 
tends to be experienced by about a 
quarter of the women at any given time. 
What decreases with time is prolonged 


First 3 575 ) 2 95g Q8 15 97 5 
months 

3-0 479 | 27.8 30.9 

montns 

6-9 

months 


9-12 J 9.2 AU 


months Source: WHO 1987 
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bleeding which is experienced by almost a third of the women during the first 3 months but which >... quite 
markedly to 7% inthis particular study. Butvery few women experience anything that resembles aregular pattern. 


As was said before, firstly, there is no way to predict which women will experience any pattern. This has been 
investigated in many studies and never came to anything useful. Secondly, the cases of women who experience heavy 
bleeding are extremely rare. Third, many studies have been conducted to look at the effect of different arealments 
Treatments that have been tested include: oestrogens, non steroidal anti-inflammatory drugs and mifepristone. 
Oestrogens and NSAIDs have been shown to be effective for a short time and in helping to stop 3 bleeding episode, but 
they have noeffectin the mid-orlong-term. Mifepristone has been tested at the dose of 50 mg given every 2 weeks and 
has shown to decrease the bleeding amongst DMPA users, but it is still very investigational and needs to be studied 


more before itcan be recommended. 


A lot of work has gone into trying to understand the mechanisms of progestogen-induced endometrial bleeding, inan 
effort to develop some new drugs. See table given below. 


Mechanisms of Progestin-induced Endometrial Bleeding 


¢ Abnormal angiogenesis - neovascular formations, increased microvascular density, reduced smooth muscle a-actin, deficient 
microvascular basement membrane, dilated surface vessels. 

e infiltration, proliferation and activation of leukocytes and mast cells - expression and activation of growth factors, cytokines and 

proteases (MMPs), degradation of extra-cellular matrix. 


. : : 7 - ++ me Uf : Cc at “| ; 
ured CVIOKEeTAl ; Mali vi EOS} IN-jPSS HKG! 
; PLYt Pig hiUeii UE US} : od HA 


The current reccommendation for treatment of DMPA induced vaginal bleeding is mostly counseling. | know 
this is very little to offer when women express their frustration with their vaginal bleeding pattern. But there 
are studies done in many varied settings - in China, in Mexico and in other countries that show that if women are 
well counseled, if they are prepared and if they are told that there are no major health effects attached to these 
vaginal disturbances, they will accept them, and recognize that, may be, with time they will go into amenorrhoea. 


Thus the recommendations are: 


Treatment for DMPA-induced Vaginal Bleeding Disturbances 


Certainly, at any given time, if the 
menstrual pattern is 
unacceptable, the woman should 
be given the absolute choice to 
change method. 


Amenorrhea: 
e counselling and reassurance 
e ifunacceptable, change method 


Persistent spotting/light bleeding 
e exclude gynaecological problem, treat ST] 


In terms of return of fertility, you és 
e ifunacceptable, change method 


have seen these data before. 
Yesterday it was shown in two Persistent heavy or prolonged bleeding 

different formats, but | have left it to e exclude gynaecological problem, treat STI 

make one point. Yes, the median e ifunacceptable, change method, give short course of estrogen or NSAID 
time to conception in this study, ; 
which remains the largest study 
done which is truly comparative 


between different methods — the median time to conception was 5¥2 months. But for the women, you have to add the 3 


_— 


e Provide iron supplement, encourage foods containing iron 


months since she took the last injection 
because that is what she perceives, thus, 
for her it is 8% months. She has to be 
prepared and she has to be well advised 
that if she chooses this method, it will be 
very effective but she cannot think of 
re-gaining her fertility immediately once 
she stops the drug. However, ithas been 
demonstrated again and again that it 
does not induce infertility. And when 
you do get see a report of women who 
have not been able to conceive after they 
came off DMPA, one must always 


Return of Fertility 
after Prolonged use of Different Methods 


Median time to 


conception 
(months) 


Method 


Cumulative 
conception rate 
at one year (%) 


/6.2 


84.9 
Pardthaisong et al, 1980 


remember that the studies have not looked properly at what was the fertility status of these women before they began 
touse DMPA. In this study, the cumulative conception rate at 1 year is within the normal range. 


Thank you. 
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d Pilot Experiences 


Dr. Kirti lyengar 


Experiences with Injectable 
Contraceptives indndia 


Preamble 


The initial part of the session was facilitated by Dr. Usha Krishna and was later 
continued by Ms. Sudha Tewari. Ms. Tewari also provided the following 
information: 


Injectable Contraceptives have been in use by registered medical practitioners 
in India for quite sometime now — NET-EN since 1986 and DMPA since 
1993.Today, several leading NGOs, professional bodies and several private 
medical practitioners are providing injectable contraceptive — mostly DMPA, 
along with other available contraceptives, using a cafeteria approach. 


The drug is not manufactured in India. The Upjohn product was initially 
imported by Max Pharma. In 1997, Pharmacia took over the marketing of this 
product in the country. The MRP of the drug DMPA was Rs. 150.00 + local taxes, 
which along with consumables and consultancy fees costed around Rs. 200 to 
Rs250-to the client. This was exorbitant for most women and not at all 
affordable. ( In 1997, Parivar Seva, an NGO, was granted a permission the first 
time to import DMPA from Indonesia for use in its own clinics and projects, ata 
much lower cost. This was continued until recently. In specific projects, further 
subsidy is being provided to the women by the Sanstha.) Currently, Pfizer is 
marketing this product in the country — current MRP being about Rs 170 per vial. 
Special discounted price of about Rs 74 is available to the NGOS, who then often 
further subsidize the product to ensure it is affordable by the women. 


During 1994-97, Post Marketing Surveillance (PMS) study on injectable 
contraceptive Depo-Provera was conducted in Indian women. The Chief 
Investigator was Dr. Rustom P. Soonawala. The study population were women in 
reproductive age group from 18 years from all sections of the society having 
varied economic and social background. A total of 1079 women enrolled in this 


DR. USHA KRISHNA 
Consulting Obstetrician 

and Gynaecologist & President, 
FPAI Mumbai Branch 


study from 10 family planning centers in India, which also included Parivar Seva Sanstha's rural programme In Mewat. 


The report concluded that DMPA 150 mg is a safe and effective contraceptive, and that sufficient pre-treatment 
counseling on the expected hormonaleffects will greatly increase the acceptability of this method of contraception. 


During the year 2001 and 2003, Pfizer along with FOGSI organized orientation training on Injectable Contraceptives - 60 
trainings for ObGy and 65 for General Practitioners. These efforts has yielded three fold increase in Injectable 
Contraceptive users (which means clients with minimum 2 doses of use), in 3 years from its basal level of 50,000 in 
1999 to 150,000 in 2003. The sales of the Injectable Contraceptive was found to be evenly distributed all over the country. 


Based on the approvals from WHO, FDAs of the USA and UK, Drug Controller of India as well as its own multicentric 
trials, the Managing Committee of the Federation of Obstetrics and Gynaecological Societies of India (FOGSI), issued 
in September , 2003 a Consensus Statement regarding Injectable Hormonal Contraceptives to its 18,000 members: 
FOGSI confirmed WHO guidelines and stated that injectable hormonal contraceptives are safe, effective and 
convenient form of contraception particularly for lactating and estrogen sensitive women. It further confirmed that 
extensive trials had proved that the method is reversible with additional health benefits. Also, the importance of 
proper counseling regarding menstrual irregularity to improve the compliance was stressed. FOGSI advised its 
members to use Injectable Hormonal Contraceptives within the WHO guidelines. FOGSI also wrote to Gol for its 


inclusion inthe National Family Welfare Programme. 


Moreover, DMPA provides several potential health benefits. It helps in prevention of endometrial carcinoma. By 
producing some temporary amenorrhoea it gives woman a chance to cure her anaemia. It gives less seizure from 
sickle cell crisis. It gives protection against ectopic pregnancy, helps in preventing pelvic inflammatory disease and 
epileptic seizures. Other added advantages are the non-contraceptive benefits as in endometriosis and H/O 
thromboembolism. 


Unfortunately, a few women groups continue to oppose use of injectable in India. Though, injectables have been 
extensively studied, both in India and other parts of the world, these groups continue to have several concerns 
regarding injectable use. As a result, Government of India has not yet included injectable contraceptives in the basket 
of contraceptive choices available under the cafeteria approach in National Family Welfare Programme. (Please see 
Section on Status of Injectables in India) Therefore, the experiences in India with injectables are so far limited only 
tothe private/ NGO sectors inthe country. 


DR. Usha R. Krishna /V.D., D.G.0., F1.C.S., FI.1.C.0.G 


Consultant Obs. & Gyane and 
President FPAI, Mumbai Branch 


Facilitator 


This session is particularly very interesting, as it will tell us how injectables are being actually provided today in the 
country. What are our flaws? What are our problems that we must overcome if we want DMPA or any injectable 
contraceptive to succeed? How importantis social marketing? 


Its quite okay to have a drug in the market, but its only successful when itis safe, effective and acceptable. Its important 
to reach it, teach how to make it suitable & acceptable and clearly explain to the patient its features. And this success, | 
find more when a single individual looks after 100 patients, does the necessary counseling and does the follow-up. 
Whenever there are large multi-centric studies, the personal touch is less. Butin reality what is going to happen? There 
will be many well educated, understanding private physicians as well as practitioners in the many NGOs, whowill use 
injectables and ultimately the doctors at Government level will have to learn how to give quality services, how to 


one more method. 


lam going torun through a fewslides, toshowthe difference in multi-centric studies and small studies: 


The first study was conducted by Dr. R. P. 
Soonawala in Family Planning Association of 
India and another 9 centers with 1079 patients. 
Of these, 84% had completed five injections. 
There was 15 % drop out. However, this doesn't 
tell a lot as there were only five injections. 
(there are people here like Dr Nagral, who have 
had patients for five to seven years on 
injectables, and can provide you with more 
details). The drop out here was about 16% but 
out of that drop out, 80 % were due to menstrual 
disturbances. How can we change this? Can we treat these menstrual disturbances? This is something that is worth 


| discussing. In vital signs there were no changes, there were no serious adverse reaction. Pretreatment counseling had 
high acceptability and continuation. 


Safety & Acceptability of DMPA 
« FPAI—10 centres — Dr. R P Soonawala 

a N= 1079 ( 18 to 48 yrs. ) 

= Completed 5 inj. — 84.2% elticacy -100% 


No change in vital signs 


= No serious adverse reaction 


Pretreatment counseling — High acceptability & continuation 


This next study was carried out by me, along with Authors Experience 79 years 3 Centres 
Dr. Manglekar, during almost the last 20 years 2 monthly Net EN Inj. — 454 
includes ICMR study, a study at Larsen and 1 monthly Inj. (Net EN + E) -175 
Toubro and in our own private clinics. We gave Selection -int 40%, post abortal — 40%, PP-20% 
two monthly NET-EN injections to 454 patients ontinuation~ . 2 alee. O-mthiv. Ann 
and then we felt the need of giving the monthly 
injections also. 


= Postpartum-60% —~Postabortal—24% = 


The postpartum patients accept injectables 
better than the post-abortal patients, and yet the 
discontinuation rate is 30 % for bleeding, 7% for 
amenorrhoea and 7% for weight gain. We found that when after the monthly injection the woman gets her period every 
month, she feels safer and more comfortable, but this needs further studies. Also, we found that the continuation rate 
of monthly injections was 66 % after 12 months and 32% after 24 months. Our assessment is that there is going to bea 
definite place for monthly injections. 


#_Discont—Bleeding 30%, Amen 7%, Wt.gain7% 
Vital Signs — no change & no serious adverse reaction 


Clinic For Women And here at my own private clinic where every case is 
= Inj. Noristerat (NET — EN) — 180 ae personally counseled — by me or my associate doctors. 
= 200maqiMevery 2 months _ i Most of the time, we give injectables 6-8 weeks after 
“W the delivery — when a woman is breast-feeding, she 
accepts amenorrhoea very well. These are educated 
patients who wantto start on |UCD or Oral pills or have 
laproscopic sterilization later on. So we have used it 
more on a temporary basis for a short period and for 
- - that we have found continuation rate to be 96%. They, 
Side effects “laa sn - a ~ | then change over to any other method as later on they 

aaah a find amenorrhoeato be the main problem. 


tinuation fat 


= Change over to OC, IUCD or LST 


oh. 


NET-EN — 9 Centres NIRRH 
a Selection 1128 of 2247 

= Interval 42%, Post MTP 22%, PP 36% 

« Continuation at 6 months 83%, 12 months 67% 


This is a study by the National 
Institute for Research in 
Reproductive Health. They 
only selected half the Family 
Planning patients. They have 


larger interval cases. Disc. at 6 mths | 12 mths 16 mths 
Continuation at six months is | |r; Bleeding 7 | 3 33 
83% and at 12 months it is 67 %. AmnAwt gain 3 2 14 
And being many centers, the 1 , 7 
loss to follow-up is more than LFU | 

Late for Inj. 0 11 


in the private clinic settings. 


This work was taken up by FPAI along with the 
DMPA _FPAI- NIMA National Integrated Medical Association (NIMA) 


where there are Ayurvedic and Homeopathic 


es N= 145 
“ Ab Ns doctors. This is an excellent study done by 
s  ‘Irrequiar Bleeding — upto 1U inj- | aropout 
. a a Mrs. Nagral. 
= Amenorthoea with increased duration 
= Return of fertility within 1 year — few delayed Due to irregular bleeding, after upto 10 injections, 


the drop-outs was slightly high. Return of fertility 

was delayed in a few cases, no unwanted 

pregnancy was observed. To bring about regular 

periods and regularize the cycle, combined Oral 
K Nagral Contraceptive Pills were useful. 


No unwanted pregnancy 
After discontinuation — large % requited COC to 
regularise cycles 


MTPs - legal or illegal are hazardous. Preventing an unwanted pregnancy through use of contraception is important. 
But every contraceptive method has advantages and disadvantages. Therefore, counseling for appropriate method 
and monitoring is the ideal thing. Discontinue a reversible method when necessary or when women are suitable for 
permanent methods. The delayed return of fertility with injectables may treated with Clomiphene Citrate. 


With this introduction, we would like to bring in the presentations on Indian experiences: 


First, Dr. Kirti lyengar is going to talk about Action Research and Pilot Projects. She and her husband Dr Sharad lyengar 
run Arth, an organization in Udaipur, which is notin the city, but in a rural area. Kirti will be able to narrate her personal 
experiences — how the women inher area accept injectables. 


The second presentation by Poonam Arora of Parivar Seva Sanstha would cover service delivery at clinics, which is an 
important aspect as it is ultimately the service that will bring success, and not just the type of drug - we over - 
emphasize on the type of drug, but what matters is the service. Most of us have problem in reaching out to people, but 
Parivar Seva is extremely good at it. Recently, when | visited their clinic, | saw everybody smiling, everybody 
welcoming, everyone so happy and | think that for any medical success as well as social success in the field of family 
planning -firstis awarm welcome, a wanted welcome, a doctor who is loved and service with smile! 


The third presentation is by Dr Sandeep Ghiya of DKT India — something again where Parivar Seva is very strong - 
Social Marketing approach and howa large number of people are reached. 


". 


Pilot Initiatives on 


Injectable Contraceptives 
in India 


| would be talking about some Pilot initiatives on Injectable contraceptives in 
India - mainly experiences of three organizations: 


Summary of Experiences 


Arth: Services in a rural setting in southern Rajasthan 
Parivar Seva: Services provided by three urban clinics in UP 


Study of user and provider perspectives in 
Ahemdabad, Vadodra and Hyderabad 


One is our own - that is Action Research & Training for Health (ARTH), which has 
the experiences in a Rural setting of southern Rajasthan. I have also been given 
the task of briefly summarizing the experiences of Parivar Seva, which is 
basically the experience in 3 Urban Clinics. The third is the findings from an 
UNFPA sponsored study on User Perspectives. 


First, about the experiences of Parivar Seva Sanstha. 


Experience of Parivar Seva 


DMPA provision started in 3 urban PSS clinics in U.F since 1996 
(Agra, Varansi, Lucknow) at Rs.150 


As part of an OR project, the cost was reduced to Rs.50, Rs.0, 
Rs 100 at 3 clinics (respectively) + clinical exam charges Rs.40 ' 
e information collected for 18 months on client perspective on ine DR. KIRTI IYENGAR 
proce > prc Action Research & Training 
for Health (ARTH) 


~ Sel y 


Under an Operations Research project, started in 1996, DMPAs were provided to the clients in three urban clinics of 


PSS located in Agra, Varanasi and Lucknow in Uttar Pradesh. At that time the cost of the product in the market was 
Rs. 150, per vial. The project was initiated with this price in all the clinics, along with a standard price of Rs. 40 per 
consultation, including clinical examination. During the second phase, as a part of OR project, the cost was reduced to 
Rupees 50, Rs. 0 and 100 respectively at these 3 clinics. In addition, the consultation charge of Rs. 40 was continued. 
Over a period of 18 months, information was collected onclients' perspective on the product and the price. 


, Promotion was carried out in newspapers 
Experience of Parivar Seva through advertisements, wall paintings, bill- 
boards etc. At the time of service provision, 
information was provided on the full range of 
contraceptives available at the Parivar Seva 
s Information provided on full range of contraceptives clinics. Additional information materials anda 
client appointment chart were given to the 
women who had accepted DMPA. Quality of 
services were monitored quite vigorously. 
= Quality of counseling services monitored There were no additional charges if a woman 
experienced side effects and visited the 
clinics for consultation prior to her 3 months 
‘clinic —no follow up ff the client did not return to the clinic | period. The follow up was carried out only at 
the clinics, there were no home level visits. 


= Promotion in 3 cities through fortnightly newspaper advertisements, 
wall paintings, bill-boards, etc 


s Additional material and client appointment card given to women 
accepting DMPA 


= No charges if woman followed up earlier for side effects follow up visit 


During this 18-month period there were 662 
women who accepted at least one dose of 
DMPA. Out of these, at least 2/3rd had used 
another contraceptive method earlier. 
Initially, there was an increase in uptake of 
injectables after the price was reduced, but 
after the initial increase there was decline in 
the number of new acceptors, because | think 
the novelty effect had gone. 


Parivar Seva Experience - Results 


662 women accepted at least one dose of DMPA 


64% had used a modern FP method earlier 


After an initial increase, there was a decline in the number of new 
acceptors. 


w the increase in use of DMPA was highest at Varanasi, and jowest at 
Lucknow 
The increase in DMPA use was highest in 
Varanasi where the cost was nil. It was lowest 
at Lucknow where the cost was still Rs. 100. 


Continuation 


The continuation rates were not very high, 
44% returned for second dose and there were 
only 19 % acceptors who used injectable for 
one year. But during the second half of the 
study period, the continuation rates had 
improved. The medium duration for use was 
six months. And the reasons for stopping 
included amenorrhea and irregular 
menstruation. There were no failures. 


_ 


Median duration of use was 6 months 
Reasons for stopping included amenorrhea & irregular menstruation 


No pregnancies were reported 


Parivar Seva Experience - Conclusion So to conclude, the Pariva Seva experience 


tells us that DMPA appears to be an 


DMPA appears to be an acceptable, safe method of contraception when acceptable, safe method of contraception 
offered in a context of good client Counseling & follow up 


when offered in context of good 
Allows a broader contraceptive choice counseling and follow-up. And it allowed 
| for broader contraceptive choice. 

The provision of DMPA was at a loss because of high wholesale price of 
the product was not sustainable The provision of DMPA was at a loss, 
“a because of its high wholesale price at Rs. 
Ae chal IIe WhOie: | 150 and it was not sustainable. The results 
; of the study along with feedback received 
from the clients suggest that a price of Rs. 35 wholesale cost, ( to the client about Rupees 50) is somewhat affordable. 


Such a pricing would also ensure that the provision of DMPA can be made sustainable and the service organization 
does notincuraloss. 


| will now narrate the experiences of ARTH 


ARTH's experience is from a rural area of southern Rajasthan, covering a population 50,000, where ARTH has been 
providing services since 1997. The package of services are delivered through two health centers plus there are 27 
periodic village level clinics and village level volunteers. These services are general and the clinics are not Depo- 
provera centers. ARTH's community mobilization strategy focuses on adolescent boys and girls, FSGs, Panchayats and 
men etc. 


The services being provided by ARTH in its two RCH centers is depicted in the slide. 


ARTH's Health Service Programme ARTH: services 


m RCH centres located 52 km and 25 km from Udaipur city 


m= These centres have provided DMPA since 1998 & 2001 as part of a 
range of contraceptive services 


m Has covered an interior tribal area 
(~50,000 population) of southern 


Rajasthan since 1997 


m RCH service package includes: 


e ANC, PNC, 24-hour delivery; stabilisation and referral of 


A package of services delivered through 
two health centres, 27 periodic village 
clinics and village-based volunteers 


maternal complications 
Reversible contraceptives (Condoms, COCs, TCu 380A, DMPA); 
recently introduced EC 


First trimester abortion (MTP) 
Treatment of infertility, menstrual & other reproductive morbidity 


Community mobilisation strategy 


focuses on adolescent girls and boys, 


women’s SHGs, panchayats and men. 


Immunization 


Nutritional counseling & treatment of sick children 


The details of the injectable services being provided by ARTH is given below: 


ARTH: Injectable Service 


Cost to user: Initially Rs 150, then Rs 75 and later Rs 30. 
Recently increased to Rs 50/30 (differential pricing) 
Women interested in DMPA are informed in advance 
about change in menstrual patterns, return of fertility, 
weight changes, etc, and that they can discontinue after 


ARTH: Injectable service 


initial dose started by doctors, subsequent doses by nurse- * 
midwives or doctors 

Doctors and nurse-midwives trained on injectables s 
Counseling on all contraceptive options, including male and 
female sterilization 


Eligibility assessed by a checklist that includes: any dose 
e History — to rule out diseases related to cardio-vascular s A follow-up checklist assesses menstrual pattern and 


system, liver/GB, breast, migraine, diabetes, hypertension, occurrence of any new symptoms (headache, jaundice, 
abnormal bleeding, use of other drugs, pregnancy, etc etc) 
e Examination (eyes, breast, BP. pelvic exam) = Repeat injection given if woman wants to continue and is 
Promotion through interpersonal channels & pampniets eligible 


Regarding the cost of injecables to the users — initially we were able to provide at Rs. 150. Then we started getting the 
product at a slightly lower cost of Rs. 75, so we started to provide the client at the same rate. Later, when we started 
getting the product only for Rs. 24, we started providing it to the clients at only Rs. 30. Recently there has been a price 
increase. Although the price increase is more, we have got our old stock of Rs. 24 and so weare able to give itto women 
at Rs. 30 or Rs. 50, based on a differential price set - women from the backward communities, SC/ ST, are given 
injectables at Rs. 30 and the women from other castes are given at Rs. 50. 


The doctors, nurses and midwives have been trained well on the use of Injectables, counseling and follow-up. During 
counseling, the women interested in DMPA are informed in advance about the menstrual changes, return of fertility, 
weight changes and every other aspect. We then use an eligibility checklist, which is adapted from the WHO eligibility 
criteria and suitable for our own setting. Conditions that are under categories 3 and 4 are usually contraindications 
but we have included a few, which are in category 2 also. Therefore, our checklist includes history, as well as 
examination of eye, breast, blood pressure and pelvic examination. 


At the time of follow up also, we administer a ARTH: results 

check list to find out whether the client has any 

side-effects and obtain the details of it. In Year New users 
addition, information on any danger sign or any 1998-2000 51 
new symptom is also elicited and appropriate 2000-01 46 


management carried out. If the woman wants to 9001-02 
continue the injection and is eligible, then she is | 
given a repeat injection. Since 1998, the results of 


2003-04 


our two clinics show us that by now about 571 
women have accepted DMPA injections. The 2004-05" 
usage has gone up since 2001, when the second (“up to Sept. 04) 


clinic was started. Total 


The mean age of users is 29 years and among the users 60 % belong to SC/ST. Of course, the cost is a bitter factor fo 
these women, because when we were giving it at the higher rate of Rs. 75 and Rs. 150, women from other castes wer 
able to use it more. But once we brought it down to Rs30 women from ST are also able to use it. The mean number c 


living children is 3.1 while the number of children ever-born is 3.7. There is a range of 0 to 10 children, which show 
that women who would actually like to limit their families are also using it. 


ARTH Results 


Mean age 
Caste: 
SC/ST 
Other 


29.1 yrs (range 18-40 yrs) 


60% 
40% 


Number of living children: mean 3.1 (range 0-7) 


Unildren ever born: mean 3.7 range 0-10) 


me Tom oul 


Data on the reproductive intentions show that almost 60% wanted to limit their family and about 27 % wanted to space. 


But the prior use of contraception was very low. As 
such, the use of contraception is very low in the area. 
Only 16 % of women had used another form of 
contraception. Some of them had switched from 
Copper-T to DMPA because they did not want to have 
the excessive bleeding from Cu-T. About 43 % had 
received the injection in the post-abortal period, 
while the rest received had it during the interval or 
lactational amenorrhea period. Being in the service 
setting, the records were not always fully maintained 
on this issue — for 14 % of women we do not know 
whether they received the first dose of injectable 
during interval or post-abortal period. 


The continuation rate were again not very good. 54% 
percent had received just one injection and they did 
not come for a second dose. While almost 16% of 
women came for more than 4 injections. When we 
compared the women who had got it during interval 
period and post-abortal period, we came to know that 
the post-abortal women, they just had one injection 
and then very few returned for a second dose. While 
those who opted for the injection during interval 
period, about 60% of them came for a second or 
subsequent injections. 


ARTH's Initial Conclusions 


ARTH Results 


Reproductive intentions 
Limiter 
Spacer 
Prior use of contraception: _ 
Phase of injection | 
Interval / 
Lactation amenorrhea 
Post-abortal 
Not recorded 


ARTH Results 


Total doses received (Up to June 2004) 


Interval/ —Post-abortal 
26% 


. .) 
LAG 
TA 


04% 


= InARTH's field area, defined segments of women see injectable contraceptives as a convenient option. 


some also from other districts 


The major mode of publicity is word of mouth publicity by satisfied users. It is worth noting that this mode of.- 
publicity has drawn in women from outside the field area. As aresult, women came from notonly other blocks, but 
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« Users include women who wish to space, those who wish to limit but have no previous contraceptive experience 


and those seeking elective abortion. 


»  Thecostto the user is a major determinant of acceptance. As soon as we increased the cost, the acceptance went 


down. 

« With requisite training and other inputs, quality injectable services C 
health care setting. 

= Themanagement of continuous bleeding is sometimes problematic. With g 
amenorrhea, irregular bleeding or other side effects. We have not noticed any weight gain, but a few women, just 
two or three had continuous bleeding in spite of estrogen and anti inflamatory drugs. Their bleeding did not stop 
for a few months, they spent a lot of money on treatment- we also had to help them to get sonography done. So, 
may be, more research is neededon the managementof side effects like continuous bleeding. 


ould be feasibly delivered in a primary 


ood counseling, women do not mind 


User perspectives and reasons for drop out needs to be further probed. 


UNFPA, Sponsored Study on User Perspective 


The UNFPA study was a multi centric study to identify the users and providers perspectives, issues related to 
decision-making and to identify policy and service provision implications. The study was carried out at three sites - in 
Medical College, Vadodra, FRHS-Ahmedabad and IIHFW-Hyderabad. The study was carried out during June 2002- 
March 2003, when 160 current users with varying duration of use were covered. There was a National level Technical 
Advisory Group that guided the study. Qualitative tools were used for data collection. 


The reproductive profile of these 160 women 
shows that majority had 1 to 2 living children, 
22 % had a history of prior induced abortion 
and more than 2/3rd had used some 
contraception in the past - 61% had used it for 
spacing and 39% for limiting. 


UNFPA Study: Reproductive Profile 
1-2 living children 


m 22% had a history of prior induced abortion 
= 69% used some contraceptive in the past 


61% used for spacing & 39% for limiting 


The decision making process, why women 
opted for DMPA - 30% said they had problems 
with other contraceptives, 46 % said that they 
perceived the other methods in a negative 
way and they feared the side effects, 21 % said 
it was providers advice and 16 % were 
medically not eligible for other methods and 
that's why they opted for it. In 23 % cases, it was 
their own decision and in 38 % said it was in 
consultation with the husband. In 74% doctors 
were the main source of information. 


UNFPA study: Decision Making 
Why DMPA 


wn decision & 38% consultation with husband 


Doctors are the main source of information — 74% 


Regarding the service quality issues, the study showed that counseling was not complete on some issues. 
Counseling was lacking on: 


* How does it work ? 
, Side effects 


s Whattodoincaseofside effects ? 
a Return of fertility. 


And some of the women said that the doct 
; Ors must spare enough ti ze 
everything. Only positive things about DMPA will mothe gh time for explaining so that one can understand 


UNFPA Study: Problems faced by users 


Irregular bleeding/ spotting 


Excessive bleeding 
Amenorrhea 


Others (headache, abdominal discomfort) 


The problems faced by users, were based on multiple responses shows that 21% had irregular bleeding, 19% had 


excessive bleeding, whilst 13% had amenorrhea. Other problems such as headache, abdominal discomfort occurred 
in 15% ofthe users. 


Some Users expressed that amenorrhea was not a problem but anxiety about the problem was there. Some women 
said that bleeding does not take place — only drop-comes out. And some of them said that they are afraid as sometimes 
periods areon and sometimes its off. 


UNFPA Study : Client satisfaction 


70% were fully satisfied 
5% partially satisfied 
25% were not satisfied 


Affordability of method is a concern 


Assurance by doctors is important 


The perspective on the client satisfaction showed that 70 % were fully satisfied, 5% were partially satisfied and 25 % 
were notsatisfied. Affordability is a matter of concern. Assurance by the doctor is considered to be important. 


Injectable Contraception 
Service Delivery in 


Clinics & Community 


In my presentation, | shall be covering the experiences of the organizations that 
have played a significant role in service delivering of injectable contraceptives 
in clinics and community. These include: Parivar Seva, Janani, FPAl and 
Pathfinder. | am sure, their experience will help the group to formulate future 
directions for strengthening the service delivery and making the injectable 
contraceptives more widely available. 


Injectable Contraception Service Delivery 


in Clinics & Community 
THE ORGANISATIONS 


Parivar Seva Sanstha 
Janani 
Pathfinder 


Of the above, Pathfinder International has provided injectables through other 
NGOs, to young couples in Delhi slums, Dindigal district in TN and Deeg block in 


Rajasthan. 


POONAM ARORA 
Senior General Manager 
Parivar Seva 


Parivar Seva's Experiences : 


Parivar Seva Sanstha 


August 1994 - introduced in selected clinics 


Nov 1994 to April 199/ participated in post n arketing surveillance 
programme — Mewat a rural area in Haryana 


April 1996 - conducted OR study in three selected clinics 
in U.P 
November 1998 extended in Orissa RH project through CBD & 
Clinics 
e Presently offering DMPA through its 38 RH clinics by a multi-skilled team of 
Doctors, Counsellors, Nurses. 


Parivar Seva Sanstha, the largest direct service provider of injectable contraceptive in the country introduced DMPA 
onapilot basis in August 1994, following approval of Drug Controller General of India for its use by Parivar Seva. 


Parivar Seva also participated in the post - marketing surveillance programme for contraceptives in India during 
November 1994 —April 1997. 


InJanuary 1996, DMPA was introduced in all PSS clinics. 


In April 1996, an Operations Research project at three sites in U.P. was carried out in collaboration with Population 
Council. 


Parivar Seva introduced DMPA as an additional contraceptive option in a Community Based Distribution project in 
Orissa, covering 200,000 slum and rural population in Bhubaneshwar and Balasore. In 1998-99, when intervention 
was initiated, DMPA contributed only 1.8% to the contraveptive acceptance mix, which increased to 31% in 2002-03. 


Presently, PSS is offering DMPA through its 38 Reproductive Health clinics spread all over India. 


JANANI 


* Introduced Injectable Contraceptive in 2000. 


* Offering iniectables through 


~ 


2 RH clinies at Bihar & Jharkhand 


e 505 Franchisee clir 


Janani's Experiences : 
Janani introduced injectable contraceptive through its two reproductive health clinics in 2000 at subsidized rates. In 


addition, 505 franchised clinics have been successfully brought into the Janani programme fold, where injectable 
contraceptives are also being offered by qualified doctors. 


FPAI's Experiences: 


= Introduced Injectable Contraceptive in 1994. 
& 


Family Planning Association of India (now renamed as FPA India), one of the leading family planning organizations, 
introduced injectable contraceptive through its network of clinics in 1994. However, since we have received only their 
experiences under the FPAI-NIMA project, which was implemented through involvement of private practitioners, my 
presentation is limited to this project only. This covers informationon 145 clients under the project. 


Availability of Product & Costs: 


Availability of Product & Cost 
Name of NGOs Product Source Cost to Clients 


Parivar Seva Sanstha Pfizer Ltd., India _ Rs. 50/- at clinic 
ces: _Indonesia—imported ———_—Rs. 20/- at CBD _ 


Janani Pfizer Ltd., India Rs. 39/- and 
now Rs.79/- 


Information not available 


Se REE ESN nero nee ae ee 


Pathfinder International Procured through PSI/ FPAI 


Be Rn ae 


The MRP of DMPA being sold by Pfizer India (earlier Pharmacia) is Rs.170/- per vial. This does not include the cost of 
the needle & syringe. However, the company offers special discounted price to NGO, which is approximately Rs. 75/- 
per vial. As arresult, the cost of the product to the clients in all three organizations is cheaper than the market because 
of the subsidy being provided to these organizations. However, it is not adequate and the organizations still need to 
meet the costs partly. 


In addition, Parivar Seva has been importing the product from Indonesia, which has its own procedural hassles but 
works out to be comparatively cheaper, enabling the organization to offer DMPA to its clients ata subsidized rates, and 
without further loss. 


Uptake: 


UPTAKE 


NGOs Services started since _No. of doses 
aiael (until 2003) 


Parivar Seva Sanstha 1994 | 41,970 
Janani 2000 10,921 
FPAI 1994 | Approx. 17,000 ? 


Details not available 
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Creating Awareness : 


Creating Awareness of the Product 


Parivar Seva Sanstha - Leatlet/Pamphlets distribution, Posters, Mass 
media like TV spots, News Paper, IPC to health 
workers, ISM practitioners, Genl. Practitioners & 


Community 
Janani Viveaee: (EC through Banners, Posters, Leaflets and News 
Paper add, as also IPC to rural practitioners 
PA Through Medical Practitioner 
Pathfinder International: Through IPC to Community & target couple at the 


project areas 


Promotion: 


Promotion 


mmPA INJECTABLE 


ie ¢ 
nh 


ey IBY 


Various strategies like Mass Media through newspaper advertisements, TV spots, outdoor through postering, banners 
& Interpersonal through leaflet distribution, training and orientation of rural and urban general practitioners, health 
workers, are tried out for creating awareness about the product and its availability among target group. 


Source of Information: 


Source of Information on DMPA - PSS Data 


: nN important role j izi , 
sharing through friends /relatives, health workers n Populslizing the pragiieh Personal inagamatin 


, Clinics staff 
effective method for effective adopllentelthemsthod and counseling, however, proves to be the most 


Profile of the Acceptors : 


PSS Clinics Janani Clinics 


> = 
18 He ‘ > 35 yr 18-20 yr 
ad %, - 4% 
: —— 14 Ta] A 


Age : It’s the experience of all the organizations that about 75% of the women accepting injectables are 30 years 
of ageorless. 


PSS Clinics Janani Clinics 
Nullipar 


Nulliparous ne 
2% 


FPAI - NIMA Project 


Multipara Nulliparous 
25% 1% 


Parity : Under FPAI study, 74% of the women accepting DMPA were primipara 1.e. having one child whereas 75% 
women under PSS & Janani had more than one child. It could be because of the socio-economic background of the 


clients under the study. 


Reasons for accepting Injectable : 
Reasons for Accepting Injectable Contraceptive 


PSS Clinics FPAI - NIMA Project 


No Hassle Any Other 


— 3% Convenient 
in 
13% _ EAN 5 = de 


Don't have to 
No worry worry about 
about ~ daily use of barrier 
Pregnancy method/OCP 
32% 25% 


The significant reasons, which | wish to highlight are : no hassle of monthly bleeding (PSS: 13%), Don’t have to worry 
about use of barrier method (PSS: 25%), convenience (PSS: 27%), less side effects than other methods (FPAI: 11%) 
contraindication to other methods (FPAI: 11%). Cafeteria i.e. availability of choice (FPAI 22%) 


Therefore, atypical DMPACLIENT: as 


A women of 30 years of age or less, having 1-3 children 
who is looking for wider choice in contraceptive for spacing. 


The DMPA Client 


Side Effects : Side Fffects 
Observed in PSS Clinics 
Body Weight Normal Cycle 


Change 
26% 13% 


No. of Doses of Regular Irregular Menstrual | Irregular Menstrual | Stoppage of Menstrual 


DMPA Administered Menstrual Cycle Cycle and Spotting | Cycle and Menorrhagia | Cycle Amenorrhoea 
First 23% 
Tenth 10% 


About 77% experience change in Menstrual cycle after the 1st dos 
e and after 10th do , 
changes in menstrual cycle. se, 90% of the women experienc 


Janani data regarding changes in menstrual changes is as follows: 


Side Effects 


Janani 
(Menstrual Period) 


Spotting 
28% 


Amenorhoea 
72% 


Body Weight : The second side effect observed by Parivar Seva was body weight increase. It is significant after 
repeated doses - 32% women gained more than 5 kilos after the 5th dose and 69% gained more than 5 kilos after the 
10th dose. Though it is a known side effect of the injectable contraception, the weight gain is quite high as compared to 
other studies. The reasons have not been isolated. However, women using injectables were of very low body weight 
and perceived the gain in weight to be a positive aspect of injectables. 


Continuation /Drop outs: 


Continuation & Drop Outs Janani 


PSS - Clinics Rate of attrition: Quarterly Doses 1 to 15 


1,590 


B.. | 
577 . 


© 
> 
£ 
& 
5) 
° 
o 
a. 


10% 


7% 
We 3% 3% ry 9% 2% 2% 
194-359 
3 


5 7 
After No. of Doses 


iam or 2) 


Women normally accept injectables after an abortion procedure in both Parivar Seva and Janani clinics. The clinic set 
ups of both organizations does not provide for follow up of each client in the field - the date is maintained only in the 
clinic and includes only the clients that return for subsequent injections. It is likely that injectable acceptors continue 


to avail services elsewhere. 


Cont... 
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Reasons for Discontinuation : 


Reasons for Discontinuation 
PSS Clinics FPAI - NIMA Project 


Lost to 


by family = 
S$ 


member 3% 
Shifted 
away pacing 
Amenorrhoea , 
7 ot Known 12% Completed 


a Changed 
to other 
Contraceptive 

Spotting 13% 45% 


Objection 


“a 


Increased 


The two set up offer a different perspective to the reasons for discontinuation. In Parivar Seva, the main reason is 
changes in menstrual cycle/ bleeding patterns — mainly amenorrhea in 26% of cases. In about 49% of clients’s reason 
were not known. These not reporting for the next injection have been construed as drop outs — its possible they may 
have changed the delivery site. 


in the FPAI/NIMA project, due to the controlled environment, deeper understanding into the client’s reasons for 
discontinuation was possible : 45% of the clients changed to other contraception more information on this will be 
useful. Alarge percentage 30% had completed spacing and therefore opted out. 


Effect of Price Change on Acceptance : 


Price vs. Uptake — Janani’s experience 


—@— Injection = Price (Rs.) 


In case of Janani, the effect can be observed from the slide. The price of the product was increased from Rs. 39/- t 
Rs. 79/- in 2003, which substantially resulted in considerable drop in usages. 


Price vs. Uptake - PSS's experience 


: F - an Operation Research was conducted in three selected cities 
, Varanasi, Agra and Lucknow to understand how price influences 
the demand, perception and use of DMPA. 


e initially prices was Kept at Rs. 150/ 


Tor all sites 


e Laterreduced toRs,0, 50/- and 100/- per shot for 3 


sites respectively 
¢ With price change; use of DMI \ was highest at Varanasi with lowest 


rate and lowest at Lucknow with highest rate 


. the effect of price was however not sustained overtime, as a clinic 
registered decline in new acceptors. 


Earlier, Parivar Seva had conducted an Operation Research in three selected districted of U.P to understand how 
different prices influence the demand, perceptions and use of DMPA amongst urban women. 


Inall,atotal of 662 women accepted atleast onedoseof DMPA during April 1996 to Sept. 1997 — the study duration. 


In January 1996, DMPA was provided at all three centers at Rs. 150/-. In July the price of DMPA was reduced in Agra to 
Rs. 50/-in Varanasi to Rs 0 and Lucknow toRs. 100, with an initial clinical examination charge of Rs.40/- for allclinics. 


After the price change, the increase in use of DMPA was highest at Varanasi with lowest rate and lowest at Lucknow 
with highest rate. The effect of price change was however, not sustained over time , as Clinics registered a decline in 
new acceptors after the initial rise. The decreases came mainly in Varanasi where the ‘Zero’ price had been 
introduced. Also, in Lucknow, the price at ‘100’ was found to be expensive. The price of Rs. 50/- was found to be more 
acceptable. Therefore, after the study Parivar Seva introduced injectables at Rs. 50/- in all its clinics spread over the 
country. 


Overall Perception of Clients 
Based onall the three studies, the general perception of clients is :- 


The satisfied client at 89% is quite good. 


Overall perception of client after using DMPA 


Not Satisfied : 
11% bo 
Satisfied 
34% 


Satisfied 
55% 


Key Issues 


The key issues emerging from successful experiences of these organizations are-- 


inclusion of injectable contraceptive as one of the options in the basket of contraceptives is seen positively by 
the clients. Each method has its own advantages and disadvantage and suitable to some and not to others. The 
purpose is to provide anoption and not replace other methods. 


There is a need to prepare a team of empathetic trained service health providers. It is an important factor and 
needs to be given due importance before stimulating the demand for anew method. Ithas been observed that the 
lack of correct information of protocols product & quality issues on the part of providers results in their having 
strong apprehensions about the productandinturna dissatisfied client. 


Propercounselling with assured confidentiality is a must. 


Strong follow up services before the next 2nd injection would help to contain the injecable drop outs. This would 
provide an opportunity to the client to provide feedback about her own experiences and the provider with a 
chance tosupportthe decision of client by reassuring her. 


Affordable Pricing : Ithas been proved that the productis price sensitive and affordability isan important factor 
inthe overall acceptability of Injectable contraceptive by the clients. 


Conclusion/Future Directions 


Wider choice of contraceptives — Anurgent need. 

Need toestablish quality protocols — screening, counseling, safe injection practices, follo w- ups etc. 
Protocols should be experience based. 

Availability of product. 

Perceived lack of govt. support for injectable is limiting the provision of services in private sector also. 


Addressing the concerns on Injectable contraceptives. 


Social Marketing of 


Lngectable Contraceptives 


The presentation covers the experiences of a few social marketing 
organizations using the Social Marketing approach with chemists and doctors. 
The organizations covered are: 


DKT-India 

Janani 

PSI 

DIMPA (Abt Associates and USAID) 


lam grateful to all the organizations for their inputs. 


DKT India 


We will start with the experiences that DKT has had with injectables. Justa little 
bit about DKT to start with. 


We are working in Maharashtra, Gujarat, AP, M.P., Chattisgarh, U.P., Uttaranchal, 
northeast and West Bengal. The products range from oral pills to condoms, 
injectables and IUDs. We are providing both Depo-Provera and Noristerat 
through a network of doctors; these are private practitioners and not franchisee 
who are working in their individual capacities. 


Depo-Provera Noristerat 


Started 1999 
Product = Depo Provera (sourced from e Product = Noristerat (sourced from 


Pfizer; additional syringe/needie & 2 German Remedies; additional 
reminder cards) syringe/needle & 2 reminder cards) 


vo Re 45 O00 ner vial to coctor/ usel 
Price = Rs. 75.00 ner vial to doctor | 


DR. SANDEEP GHIYA 
Senior Group Product Manager 
(Clinical Products) 

DKT India 


We started promoting Noristerat in 1996 and Depo in 1999. Both products are outsourced from John Wyeth lee 
respectively. We provide a disposable syringe and needle with each pack and two reminder cards. One ts e 
doctor to keep the records and the other to intimate the clients when the next dose is to be given. The price is Rs. 5/- 
vial to the doctor for Depo-Provera, which is recently being raised to Rs.85/- to the doctor with the suggested price of 
Rs. 100 totheclient. Noristerat was available at Rs. 45 originally, but price has now gone up to Rs. 60/ vial. 


The Process 


= — iz — = 


a ——> licient 


C&F Agents = 6 
Stockists = 276 
Doctors = 1200 


Organization Structure 


staff: 6 Regional Managers; 13 Area Sales Managers, ¥ 
Reanresentatives — cater to our entire product range 

. 7 Product Executives — focus exclusively on Clinical Products 

. IEC Staff — community-based information, education and communication 

« Head Office Staff — support function 

Sales representatives make regular calls to doctors & detail the product; similar 
to Medical Representatives. 

» SRs book an order and forward the order to the relevant stockist who supplies the 
same to the doctor. 

« Valuable support function by the Product Executives —training and trouble-shooting 

e Regular doctor meetings to train new doctors & for experience sharing among 

doctors 

Regular training of Sales Representatives & other field Staff 


NOTE: SRs also call on retailers for the non-clinical products. 


We basically work through a network of C&F agents — 6 agents covering 6 regions where we work. The C&FA supply to 
stockists and sometimes directly to the doctors. Stockists sometimes sell directly to the clients but mainly its doctors 
through whom we sell. Stockists - client route comes in when doctors don't want to stock the product. DKT Products 
Depo Provera, which is marketed by DKT, is not available at chemist outlets — itis directly supplied from the stockist to 
the doctors who stocks it and dispenses it. In cases where doctor is not willing to dispense which is say about 0.5 % of 
cases, the stockist makes it available — the doctor just refers the clientto the stockist to pick-up the goods. 


We have an extensive field organization — with 120 people in the field. Out of which, per region, we have product 
executives who basically focus exclusively on clinical products. The reason for that is that our sales rep./executives 
also handle Choice and Zaroor the Oral Contraceptive Pills and Condoms, so they are more in a tune of retailer kind of 
language not the doctors. So we have the special people who speak to doctors, explain them about the problems of the 
product, do the counseling etc. The process followed is largely the same as any pharma company would do with sales 
representatives calling on doctors, educating them on both the products, telling them about the need for counseling 
which we always have been stressing on and taking the order, which is then supplied by the stockist. We do have 
regular doctor meetings where we tell doctors about the products. Also, we supply them with service provider manual 


which gi 
gives them all the information about the Product in detail. In addition, there is Info-Med - a newsletter for 


doctors, which goes out to all doctors talki 
alking about latest h ings j i 
provision of clinical studies tothe doctors. appenings in the field of reproduction and regular 


For the community, we also have leaflets, which are dis 
Posters are put up at the community meetings where our 
aspects of reproductive health and generically promotin 
talk generic. 


pensed through the point of service, i.e. through the clinics. 
IEC department talks to the users, telling them about various 
g the products. They don't talk about brand names they just 


Results 


DKT staff calls on over 4000 doctors/month (i.e., 2 doctors/day) 
Number of doctors stocking the product = 1229 


Number of doctors doing repeat purchases = 318 (26%) 


Average = 22.21 units/doctor 
Data pertains to January - June 2004 
In addition to the doctor calls, Sales Representatives also call on 25 “traditional” and 9 


DKT staff calls on over 4000 doctors over a month across its 6 regions of operation i.e. roughly two doctors a day are 
met by each of the sales representative. Reason for the low number is that, in addition, they are meeting 35 traditional 
and non-traditional outlets, Paan, Bidi shops and retailers for Choice OCPs and Zaroor condoms. 


Data pertaining to January — June 2004 shows that we had 1229 doctors taking Depo, of which, 318 had made repeat 
purchases, i.e. 26 % making repeat purchases during this 6 months period — reason being that Doctors are usually 
making purchase of 15-20 ampules and stocking the product. So next order would come after 6 months or may be 9 
months depending on the off take and depending on the number of clients they have for the product. A total of 27,299 
units sold were in that 6 months period and these are secondary orders from stockist to the doctors, presumably 
doctor buying more because he has used up his earlier stock. 


Primary Sales (Sales from DKT to its stockists) 


90000 
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60000 
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Noristerat 1996: 3 months; Dep-Provera 1999: 6 months; Both 2004: 9 months 


The figure of primary sales over the years from the time we introduced the products is pron in ”" - ile 
the date is from September 1996, that is 3 months data. Depocamein 99, in July sothat is 6 mort - : a : p “a 2 
look at the sales, its being constantly increasing. Towards 2004, the organization shifted its focus 3 on i 
Depo the reason why Noristerat has gone down and Depo has gone-up. We are projecting this year , Oa 
Depo primary sales to stockists, which is up from 58000 from last year. And if you look at it in el o bee 
stands for Couple Year of Protection - four units of Depo and 6 units of Norsiterat equals to 1 CYP eac : i.e. 7 = . 
units required to protect a couple against pregnancy ina year), CYPs due to injectables have gone up rom ; in 
2003 to 25,500 in 2004, which is an increase of 43 % over the year. Injectables sales are going up and usage is going up. 
One of the reasons, which are totally commercial in nature, is that the prices are low and schemes are available. We 
had ascheme for stockists where we gave 2 units free on every 8 units - a standard pharma practice. The sales in April, 
which was the last month for the scheme, went up to 20,000 units and then it fell back to around 3000, — our annual sale 
stabilized at about 4000-5000ina month but has gone up again towards the period when we had another scheme. 


Role of Schemes 


Role of Schemes 
End of Primary 
Schemes 


Jan-04 | Feb-04 Apr-04 | May-04 - 
6,042 9,797 | 6,058 18,373 | 3,161 : 


So, what happens - because of the scheme the stockist is interested in stocking up products. Once he has stocked up 
the product, the sales persons are interested in talking to more doctors about it because they need to get the product 
moving out. Basic idea being that the more doctors you reach, the more chances of doctors using the product. 


Research 


OR Study in Gujarat in association with Population Council— 1999 


To study the factors important in continuation of usage 


Study cut short due to the earthquake in Jan 2000 


Training of doctors — vital component 


Population Services International (PSI) 


Expanded Informed Choice Project 


UMPA introduced through the ’ 


aadhan" network of 13 : ie ! 
WOK 30 private sector doctors ir 
Rajasthan ' ' 


Strategy: Introduce injectable contraceptives as one more option in a basket of birth 


spacing products. Restrict Supply of injectable contraceptives to a critical mass of 
doctors capable of counseling and managing side effects appropriately, 


2001-2002: Recruitment and training of g 


ualitied doctors in injectable contraceptives 


2003: Demand creation for a basket of birth spacing methods including injectable 
contraceptives. 


If you look at the PSI experience, the DMPA was introduced through the southern network of 136 private sectors 
doctors in Rajasthan - this is a franchisee network. The ideais to introduce injectables as another method in the basket 
of contraceptive options. If you look at all the organizations | am talking about they are basically trying to have a huge 
basket of contraceptive choice, all the methods available, giving an option to the clients to use what they want. The 
project followed proper systematic manner, they did the recruitment and training of qualified doctors. This was 
followed by demand creation for using the injectable contraceptives. 


The cost per vial is Rs. 70/- i.e. the cost to PSI from Pfizer, cost of accessories and packaging works out to be Rs. 13.6 per 
unit, so the total cost is Rs. 83.6 i.e. cost price whereas they are providing the package to Saadhan providers at Rs. 21.97 
per unit i.e. a huge subsidy. 66 % of the users were charged Rs. 32-100 for consultation, vial and injection. Thats the 
price the doctor is adding on. Sales have gone up from 6257 units in 2002 to 12177 units in 2003. Year to date, until 
August 2004, 8837 units had been sold. PSI, | believe will be currently in the process of increasing the rate because they 
cannot subsidize the product any more. 


The factors impacting sales are: 


= Controlled distribution to doctors who meet counseling and follow up care standards. This is what the 
organizations are doing that we donot go mass market. It is only through a controlled distribution through doctors 


whoare adhering tothe guidelines. 
The size of the network obviously depends on the money you have to fund the project. 


The communication to create informed demand among consumers and 


® Theproductpricing. 


Common issues have been raised by the doctors: 


= Safety and efficacy issues regarding contraceptives injectables are still there as doctors believe that the product 
is notlicensed inthe USA - forget about licensing in India! That's the huge gap we have to overcome. 


® Thedemandfor birth spacing in general and injectable contraceptives in particular must come from the clients 


® Sideeffects and their management. 
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Response of IC users 


Value for money 


aaa 


Overall 


gnancy ; | 95% 


All IC users 
(150) 


eel 
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Under the PSI Project, the response of IC users, in terms of rating injectable contraceptives as excellent or good, in 


terms of efficacy in delaying/avoiding pregnancy is 95%, 


The experiences of side effects are given below. 


Experience 
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Experienced side effects 


~ Major side effects (nN=47) 


narrate Aa ene 


Weakness 


Amenorrhea 
Heavy bleeding 
lrrequiar penods 

Headache its 


_Weight gain 
Body ache 
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Yes 


" Side effect management (n=39) 


7 Treated 


a rn ree n e  = 


a a 


Counseled 


CUT te i 


ed 


| ether consulted provider for side effect management (n=47) 
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value for money is 78 %, ease of use and access is over 92 %. 


of side effects 
All IC users 


-— Fy 
| 13% 


| 13% 
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~~ | | 6S 
» 2 | 28% 
» 4 | 26% 


These figures are in line with what we have seen in rest of the presentations. 


Among side effects 28% have been treated ina sense thattrea 


on the basis of counseling only anlene x ted satisfactorily, the patient was happy with it; 26% was 


were offered another method, referred, asked to discontinue or asked to 


tnotall clients willa th of 
offer them the option of switching over, ccept the method with side effects and therefore we do 


‘MBBS-GP | MD-OB/GYN | ISMP | Chemist | Total 


ICs are safe and have . . 3 
minimum side effects oes | ey 74.28) 


ICs are one of the most | i q a, 
reliable spacing methods | 799 | 904 | 855 | 56.7 | 803 


404 | 484 | 433 |43.0 


981 | 80.61 867 |874 


ICs are not acceptable to all 
social categories 


ICs should be included in the 
national family planning programme 


Provider's attitude towards injectable contraceptives - pretty high figures for those who consider it to be safe and 
having minimum side-effects, as well as reliable, Even at the low rates offered under the project, it has been 
considered as an expensive method beyond the reach of many. 


Janani 


Janani's operations are in Bihar, Jharkhand and Madhya Pradesh. Includes condoms, oral pills and clinical services. 
Janani implements its programme through large networks. 


w Shops which sell products (condoms, oral contraceptives) 
a Qualified doctors (505 franchisee clinics and 7 owned clinics - allof whom offer injectables) 
* Rural practitioners (32,000 franchisee centers, all of them are trained to counsel and communicate) 


Sales figures 


Janani's sale of injectables (3 monthly dose) 


2003 2004 (till date) 


2000 2001 2002 
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the sales dropped. 


The sales have been pretty high until 2002. However following an increase in price, 


Effect of pricing on demand 


2000 2001 2002 


—§j— injec —@=— Price (Rs.) 


The effect of pricing on demand was discussed in the earlier presentation. 


The DIMPA Project: 


The DIMPA Project covering 3 cities, Agra, Varanasi and Kanpur in U.P. is a private sector programme in collaboration 
with Abt Associates and USAID. 


Demand Estimation Study - U.P 


High awareness — Low knowledge 
Concerns and barriers among providers 
Low availability of product 


Knowled 
Preference for DMPA 4%, eage 


Ever Used 


Women, Doctors and Chemists - = : a ; a 0.6% 
U.P & Uttaranchal, 2001 a 


Current Use 
0.1% 


Women - U.P & Uttaranchal, 2001 


In ademand estimation study carried out amongst women, doctors and chemists in U.P. and Uttaranchal in 2001, it was 
found that there is high awareness but low knowledge, low availability of product and preference for DMPA. 
The important point over here is the price and potential demand, which shows that as you increase the price, the 


Price & Potential Demand 


1. : 
oa Estimated Total 8.01 mn women potential acceptors 


i 
® Total 


" a 6 mn women at Rs 45 + DMPA 
#- NET EN 


% Willing to pay 


Amel. _? mn women at Rs. 100 
Aa 
Sear 
“ * © © © 6. 1.2 mnwomen at Rs 150 


Base: 534 Intenders Price Points (Rs) 


demand, is going to fall. Even at the Price point of Rs.100, that DIMPA Project offered the product at, there is stilla 
demand from 2.8 million women. Obviously, the lower you charge, the more people would accept it, but even this is 
a sizable number. If you meet some of that demand, it will help us to goalong way. 


Key Components 


Provider training using Evidence Based approach 


Communication to create awareness and correct knowledge about DMPA 


Supply to clinics and chemists by commercial firm and NGO 


Research to monitor, evaluate and improve program elements 


we 


A Fractional Franchising model was selected because: 


Uses existing private clinics 
Category communication for a prescription product and promotion of service points 


Ensures a high level of quality of care 


Increases access at a set product price 


The key components are given in the slide. Also, the reason why the fractional franchisee model was selected, 


whichis common to some of the organizations we talked about. 
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DIMPA Franchise Clinic 
Inputs to Clinics Requirements from Clinics 
e Physician Training | » Stock and dispense product at As. 100 
e Paramedic Training |» Provide counseling on site 
e Ensure proper disposal of needle/syringe 


e IEC materials and signs 


e Advertising of clinic as DIMPA site | « Maintain records and follow up charts 
e Supply by Pfizer or DKT at special price | 


ee eae 


Enlisted DIMPA Clinics 


A total of 862 doctors and paramedics and 105 DIMPA clinics are a part of the project There were various inputs to 
clinics and requirements from clinics. Guidelines need to be put in place and doctors needto adhere them. 


Support Activities 


Advertising Campaign Advocacy & PR Support | 
e Opinion marketing for acceptability 
of method 


e Generic category promotion 


e Using local media — print, cable TV, 
inserts and hoardings 


e Seminars with local FOGSI 
chapters for best practices 


rs 


e interviews with users Dy Media 


steepest itt PN AOC ONES ADORED DLL ELE DILL AOR 


e Specifying price of product at 


DIMPA clinics : : 
e National advocacy with UNFPA, 


* « F V7 iL } , ; aC} { WT eXDe ci 
® Directing consumers to DIMPA a OO 
— . choice to include DIMPA 


Interpersonal Counseling 


FOGS! Consensus Statement 
Group Counseling FOGSI reaches consensus on DMPA as 
— at DIMPA clinics a safe and effective method. 


— At public and charitable hospitals 


Encourages its 18,000 members to use 


Promoting referrals to DIMPA clinics this method within WHO guidelines 


Satisfied users to endorse method 


The Supportactivities included: 
2 Advertising Campaign and 
° Advocacy andPR Support. 


One of the most important things that happened was that FO 


GSI reached 
safe and effective method and encouraging 18000 members| a consensus statement declaring DMPA as a 


Ouse the method within theWHO guidelines. 


The evaluation included: 


Baseline and Midline KAP study with providers 


Quality of Care Monitoring using Mystery Client surveys 
Counseling Impact Study 


Sales data from partner companies 


Changing Prescription Behavior 


Baseline Midline 
2003 2004 


Most Recommended 1% 20% 


Prescribed in the last 


6 months 34% 82% 


Ever Prescribed 70% 91% 


Awareness of ICs 98% : 100% 


Source: Doctor's Injectables KAP Survey, 03 & 04 


If you compare the base line with the Mid-line, the awareness of IC amongst doctors reached 100%. And from only 1 
percent recommending it, 20 % started recommending it. Now interesting thing is that not all 100 % aware started 
recommending it, so it is based on clients, whether client is suitable or not. Prescriptions since the last 6 months have 
gone up from 54% to 82 % and ever prescribing has gone up from 70 to 91%. Thus, the acceptance of the injectables with 
doctors has been steadily going up. 


Advice to Patients with Side Effects 


Doctors Reporting Doctors’ Advising Patients 


Patients had Side Effects with Side Effects to Stop 
89 Using DMPA 


Baseline Midline Baseline Midline 


Source: Doctor's Injectables KAP Survey, 03 & 04 
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as gone up. One of the 


interestingly, the number of patients having side effects h 
side effects are lower t 


have two patients with side effects, chances of seeing the 
product. So, if there is users of the product there is morec 
89 based on base and midline. But the percentage of doctors advising pa 
nly 11% as compared to the high of 51% in the baseline survey. This means thatt 


gone down too 
stop using the product are now managing 


earlier just say, 
accepting the side effects. Obvious 


ly providers training has made doctors more sensitive. 


Continuation Rates 


Rate of attrition: Quarterly Doses 1 to 15 


A Mystery client survey was also conducted: the results are reflected in the slide. Its pretty high | 
project. 


Mystery Client Surveys 


Key Indicators DIMPA CLINICS 


Dec Jan - May 


94% - 100% - 92% 
100% - 100% - 93% 


— 


Visibility — Poster 


Introductory Counseling 
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63% 80% 


ert ane 


(NET) 
Cost of injection 
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45% - 100% 


| 82% 100% 


Availability 


99% 


Any inputs from the various organizations are always welcome 


better. Now with their counseling, people have st 


reasons is higher caseload. If you 
han if you have 20 patients on the 
hance of seeing the side effects which has gone up from 61 to 


tients with side effects to stop using Depo, has 
he doctors, who would 


arted 


evel through out the 


100% - 100% - 99% - 95% 
79% - 75% 
100% - 94% 
91% 


-Experiences from 
Neighbouring 
Countries 


te LEARNING FROM EXPER] 


Chairperson: 
Dr. A R Nanda 
Executive Director, PFI 
lran Dr. Mohammad Eslami 
Indonesia Dr. Firman Lubis 
Nepal Dr. Shiva Shankar Jha 
Dr. Kokila Vaidya 
Sri Lanka Dr. Vineetha Karunaratne 


Bangladesh = Dr. Mizanur Rahman / 
Dr. Abdul Waheed Khan 


—— 


!Rlran Experiences 


with Injectables 


lt is a great opportunity for me to share experiences with other countries on 
Injectable Contraceptives in Iran's Family Planning program. 


1. Background 
Target Group for Family Planning Programme in Iran 


First, would like to tell the target group for FP program in our country. Alleligible 
men & women who want to use contraceptives and wants spacing are target 
group for Family Planning Program. All eligible men & women means families 
who have girls & boys in the age group 15 to 49 years- they all are the target for FP 
inourcountry. 


Family Planning Structure 


It is very important to explain the FP structure in our country. In the subsequent 
graph you can see the FP structure at the central level. At the MOH education 
level, we have 14 Universities for health & medical services that expand all over 
the country. After the Universities, we have the District Health Network, under 
which are the District Health Centers. After that we have Rural & Urban Health 
Centers. The Rural Health Centers (RHC)and Urban Health Centers (UHC) have4 


Health Houses (HH) and 4 Health Posts (HP) respectively. 


At each Health House, we have one male & one female health staff delivering 
services. They are delivering Family Planning as well as other health ea 
too. So health services in our country is integrated into Health Houses, Healt 


Posts and Health Centers. 


M. ESLAMI 

MD-MPH 

Family Planning Office 

Family Health & Population Dept. 
MOHME / IRiran 


In the Rural Health Centers, we The Organization Sorat 
have the medical doctor settled 


in the rural health centers. The Ministry of Health and 
doctor visits the clients at Rural Medical Education 
Centers and all Health Houses 
once a week. In Urban Health 
Centers also, medical doctors 
are working and taking care of 
all the clients for FP services as 
well as different patients that 
come. 


University of the province 


Training Center 
We have about 17,000 Houses ee 
in the rural areas. About 2,000 Health Center thCenter 
RHCs, 2,000 UHCs and 500 HPs amity Health Health Health Health 
through out the country. eel Post Post Post Post 


Health 
House 


Contraceptive Prevalence Rate (CPR) 


The graph shows the data from the year 1989 
to 2000. The data is from the last DHS Survey. 


One can see the increase of CPR in our 
country from about 30 to about 56. 
Unfortunately, we have higher rate for 
traditional methods but it is not increasing- 
it is constant. Majority of Iran's population is 
going through the reproductive age and if 
the same percentage of CPR is maintained, 
there will be a substantial increase in the 
population. Thus, there is aneed to increase 
the CPR. 


Percentage 


Modern | Traditional Total 


© 1989 (4 1994 & 1997 & 2000 


Method Mix in Iran 


Condom The 56% of modern contraceptive use can be divided into 


10.55% a Ae three different categories according to the method used. 
Vasectomy i. 


485% _ > . Most popular method in Iran is Oral Contraceptive Pills 

ae ‘ (OCP) as the country has large number of young 
population. Most of them are in marriage age where you 
can't expect them to have tubectomy or even injectables 
just after the marriage. Earlier, Tubectomy of course was 


Tubectom 
s080%. . / most popular but norms are changing. IUD is about 15%, 


while condom is at 10.55%. Vasectomy is 4. 85 % and for 
DMPA 5 %. 


2. Injectables in Iran 


Expansion of Contraceptive Choice 


1993 and the health network covers most of the people in the 


country. The public health sector covers more than 95% of rural areas. 


When DMPA was introduced in the country, the FP Program was 11 years old. The injectable selected was based on 
scientific opinion & research that showed that DMPA is better than NETEN. 


Type of Injectables and It's Distribution Introduction of other types of Injectables 


= Only type of injectables: DMPA Our future plans are to introduce other types of 
injectables in our FP program. We are conducting 
research with Cyclofem - combined monthly 
injectables. After that, we will decide to introduce this 
type of injectable in our FP program- | think it will be 
in about next 1-2 months. We will have Cyclofem in 
lraninour public health sector. 


= Availability of all types of contraceptives. 


Types of Injectables 
As | mentioned earlier, the only type of Injectable available in our country is DMPA. 


Production of Injectables 


Itis a domestic product. Fortunately, all the contraceptives are produced in the country itself except for |UD, which is 
imported from India. Its important for us that all the contraceptive products are domestic, as in last few years of 
injectable program, the utility of injectables is very high. Earlier, the country had some problem with the supplies. 
Also, itwas found from the lab test that the stock coming to the country did not have standard quality. Hence, the stock 
was notused. So it was decided to start the production of injectables in the country itself. 


Some private companies and some PVH producer too started production in the country. But presently, injectables are 
domestic product that meets the demand of public sector health system as well as the private sector. 


Distribution of Injectables 


Distributors of all other contraceptives and drugs/ medicines are also the distributors for injactables. The distribution 
is through out the country. Distribution even in rural areas is not a problem. Also there are some pharmaceuticals in 
rural areas. As mentioned earlier our public health sector covers more than 95% rural areas. 


And like DMPA, all types of contraceptives are available for clients in the private and public health sector all over the 


country. 
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3. Service Delivery Service Delivery 


Types of Services = Active and passive services 


= free of charge services versus full pay services 
We have two types of service delivery in our country- Active 


& Passive Services. 


B Pb ‘yYDes O 


= Contraceptive price versus drug price 


In rural areas the service delivery for health care is not only Contraceptive price vs mean family it 
for FP but also for other health needs and is active whereas 
health services in urban areas are passive health services. It means that in the rural areas, in case of any delay, the 
health service provider must go for home visit. They go to the client house and probe for delays. They are alsorequired 


todeliver services tothe clients at their house. 


Services according to the Payment 


Also, according to the payment, we have two types of services : one is free of charge and the second is on full payment. 
In public health sector all the FP services are free but in the private sector clients have to pay. 


It means that from health /FP service to giving counseling services and all other things one can think of can be 
demanded through service delivery. 


Injectable Price versus Prices of Other Contraceptives 


The price is somehow the same for injectables or any other contraceptives. Domestic Injectable costs about 0.3 US$ for 
3 months course and for oral pills (most popular in our country) for each pack the cost is about ‘US $ 0.1. So, it can be 
said that they are same. Even condom produced in the country, each package (12 pcs) costs US $0.4. There is not much 
difference in the price of different contraceptive in our country. On comparing contraceptive price v/s drugs prices, | 
can say the contraceptive prices are lower than ordinary analgesics like Paracetamol. 


If people do not want free services from the public health sector, they can go to private sector or to pharmacist at low 
payment. 


Affordability of Contraceptives 


If we try to compare the contraceptive prices with the average income in the country, | must say that minimum 
income in our country is about 130 US$ and price for contraceptive is less than 0.05% of total monthly income of 
each family. So, it is not difficult at all to pay for contraceptives if they don't want to use free services available 


through public health sector. 

Empowering Clients 

In our country all the methods are based on counseling .We don't push clients for selection of any specific method. 
Client is empowered through information, counseling, to make the best decision for himself or herself and choose the 
type of contraceptive method for him/her. 


4. Training 


Training at Different levels or Elements 
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= Training in the Introduction Phase 
= Training inthe Continuation Phase 


Itis mandatory in our country that whenan 
there must be trainings at all levels, inclu 
Health. And also it is mandatory to have 
without guidelines because the providers 
phase, based on the need of service pr 
functionaries. 


¥ new type of contraceptive is to be introduced to the country's FP program, 
ding for FP Managers, according to their suitability under the Ministry of 
guidelines for all types of contraceptives. We can't give contraceptives 
must use the guidelines and work according to it. After the introduction 
oviders, maintenance or continuation training is also planned for the 


9. Promotions of Contraceptives 


= Counseling versus specific contraceptive method promotion. 
= Contraception promotion and it's effecton family health. 


We do not promote specific types of contraceptive- we just have promotion on contraceptives, mother & child health 
and also on family health. So, we just have counseling for promotion of contraception and it effects on mother & child 
health inallour services inallour programs, not just for specific types of contraceptive. 


6. Trend InDMPA Usage 


The utility situation in our country for DMPA is Utility Situation 
given in the graph, which shows an increasing 
trend: DMPA use trend 
There is increasing trend from 1994 as DMPA | | 
was introduced in 1993. In the First Survey after | © 
1994, the percentage of use was 1, which = 
reached 2.5% in 1995 and 4.6 in1996,5.2in 1997 | 
and then 5 in 2000. Between the year 1996 and | & 
(a 
2000 there was constancy due to the supply 
Idn't have been the ee a 
rc ae Woulde 4 1994 1995 1996 1997 1998 1999 2000 
supply problem, the trend would have been ae 


increasing like previous years. 


DMPA is popular with all groups in our country but it is more popular in remote areas among the tribes and group of 
people those are notsettled, always mobile and with lower socio-economic groups. 


7. The Method Failure 


Based on DHS-2000, the latest Survey, the method failure as mentioned is less than 0.5% in Iran, which is at the 


standard level. 


8. Obstacles & Plans 


There areno threatening obstacles in family planning and promotion of Injectables. 
There is noobstacle in the further use of Injectables in the country. 
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Indonesian Experiences with 


Injectable Contraceptives 


Indonesia's Study with Once a Month Injectables 


Preamble: 

Dr Lubis was unable to attend the meeting. However, he was kind enough to send 
us an Executive Summary of Indonesia's Study with Once a Month injectable 
contraception and plans for the future, which was read out to the participants at 
the Workshop. 


Presentation 


Cyclofem, a once a month injectable hormonal contraceptive, is currently under 
consideration for introduction in Indonesia. This method is of interest because 
its combined estrogen-progestogen composition tends to produce regular 
bleeding patterns, high overall efficacy, and early return to fertility. 


The present study was designed to examine the health service implications of 
adding Cyclofem to the Indonesian national family planning program. The study 
was requested by BKKBN, supported by WHO, and was implemented for BKKBN 
by YKB with technical assistance from the University of Michigan. The study was 
guided by a Steering Committee, consisting of representatives from BKKBN, the 
Ministry of Health, YKB and other experts. 


The focus of the study was on the managerial requirements or adaptations 
necessary to ensure quality of care in the addition of Cyclofem in the public 
and/or private sector. The study concentrated on three central dimensions of 
quality of care, (choice, technical quality of care, and interpersonal quality of 
care), their determinants and implications in the event that Cyclofem is added to 


the national program. 
Findings are based on in-depth interviews and observations of service delivery 


in health centers where Cyclofem is currently provided in hs context of an 
introductory trial, as well as in health centers where Cyclofem is currently not 


DR. FIRMAN LUBIS, 
MD, MPH, 

Yayasan (foundation) 
Kusuma Buana 
Jakarta Selatan 


offered, and in a variety of private sector settings. The study was conducted in Jakarta DKI, West Jeva and West 


Sumatra. 
Implications of Cyclofem Introduction for the Public Sector 


Choice: This study has shown that the introduction of Cyclofem into the public sector family planning program will 
broaden women's contraceptive choice only to the extent that a range of managerial adaptions are undertaken. In 
order to attain the objective of broadening contraceptive options, aclear distinction must be made between this once- 
a-month injectable and other injectables in terms of screening and information giving, as well as in regard to logistics, 
supplies and stocks of the contraceptive. In order to support these requirements, training for providers would have to 
be conducted, educational support materials be developed, the reporting system would have to be differentiated to 
allow for adistinction amongall three injectables, and the logistics system would have to be strengthened. 


Technical Quality of Care : Findings documents that many aspects of the technical dimensions of contraceptive 
service delivery in study areas conform to accepted standards. The study also documents that substantial 
weaknesses exist in the area of screening, the maintenance aspects during injections, in the management of side 
effects, and in reinjection time frames. It is likely that the same weaknesses in technical standards of care that 
characterize injectable service delivery currently would apply to Cyclofem if it were to be introduced into routine 
service delivery. Current weaknesses are likely to be exacerbated due to the need to adapt to new screening and other 
technical recruitments inherent in Cyclofem service delivery, and due to the increased frequency of reinjection. 


The introduction of Cyclofem can be viewed as an opportunity for an effort to systematically improve the service 
delivery of injectable contraceptives. Addition of the new method could provide the opportunity to update staff not 
only on the new injectable but also on the technical requirements for existing methods. This would involve updating 
of the BKKBN Family Planning Medical Handbook; provider training focusing on indications, contraindications, 
maintenance of asepsis, management of side effects, appropriate follow up; development of written guidelines and 
materials for providers and appropriate modification of the MIS and logistics system to assure regularity of supplies. 


Interpersonal Quality of Care : The study has documented that interpersonal relations between providers and 
clients are friendly and waiting times are not a barrier to effective service delivery. The study also documents that the 
interaction between providers and clients is extremely brief. Providers do not typically use the opportunity of a 
woman's visit to the health center to provide her with information and women are typically not encouraged to ask 
questions or express their concerns. 


This evidence suggests that with broader introduction into the national program, Cyclofem users would receive the 
same hurried and perfunctory treatment experienced currently by patients in the course of routine service delivery. 
To the extent that time pressures are the basis of the relatively weak interpersonal relations, one can anticipate that 


Cyclofem introduction would produce greater weakness in this area, due to the increased workload resulting from the 
more frequent reinjections required. 


Introduction of Cyclofem into the national program can be viewed as an opportunity to focus on training in the 
information giving and related interpersonal components of the quality of care. Training of all providers and field staff 
is essential if Cyclofem is to be introduced into the public sector program. Support for the development and 


distribution of IEC and training material is essential, as is recognition of the importance of rewards for attention to 
informational and other interpersonal components of service delivery. 
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Implications of Cyclofem Introduction for the Private Sector 


, and for young couples wishing to delay the onsetof child bearing, availability of 
Cyclofem would broden options. Whether or not Private providers would decide to stock Cyclofem will depend in 
parton the cost of Cyclofem, its accessibility and reliability of supply andthe level of demand among their clients. 


Technical Quality of care : Findings support the conclusion that the potential for maintaining a high level of technical 
quality of care exists in much of the Private sector. However, technical knowledge in general, and management, and 
injectable reinjection time windows need to be strengthened among private sector midwives. Technical information 
concerning the characteristics of Cyclofem willneedtobe disseminated toall providers prior to introduction. 


Interpersonal Quality of care : Findings Suggest that if Cyclofem were introduced in the private sector, users would 
experience the same style of interpersonal interaction that they currently experience with other contraceptives. 
Although interpersonal relations are not always optimal, they would be superior to these experienced in the public 
sector. as heavy workloads and time pressures are not Primary constraints in the private sector, the added workload 
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Nepal's Experience in 


Contraceptive Choices 


Talking about Nepal's experience in contraceptives choices, if we see the 
history, the National Family Planning Program was initiated by a national NGO: 
Family Planning Association of Nepal in 1958. In 1965 the program was included 
in the Third Five Year Development Plan. In 1968 Family Planning /Maternal & 
Child Health Program was established under the Ministry of Health, Government 
of Nepal. In 1991, it was integrated with other health care services. The Goals, 
Objectives and Strategies indicated in the table below: 


GOAL 


To provide a consolation of contraceptive method that : 


= Reduce fertility 

= Enhance maternal & neo natal & child health 

= Contribute to bring about a balance in population growth & nation’s economic 
development. 


OBJECTIVES 


To assist individuals and couples to 


Space and/or limit their children 


Prevent unwanted pregnancies 
Manage infertility and 
Improve their overall reproductive health 


STRATEGIES 


= rromote delayed marriag 
through IEC / BCI 

= Increase accessibility & availability of family planning services throug! DR. SHIVA SHANKAR JHA 
government orga tions, NGUs and private sect Director, 

= Improve quality of care oF servi Department of Health Services 

Ministry of Health, Nepal 


Contraceptive Services 


Contraceptive services under the National Family Planning Program are: temporary as well as permanem methods. 
Under temporary methods, there is promotion and distribution of condoms, oral pills, injectables implants and |UCD. 
Under the permanent methods, we are having two types of services — oneis male sterilization that is called Vasectomy 
& the secondis female sterilization minilap — earlier, Laproscopy was also done, now-a-days it has been discarded. 


Under the family planning services delivery policy, free of cost contraception is available from the public sector. For 
all methods, including injectables counseling is done in order to ensure informed choice and also for access to all 
women of reproductive age irrespective of their marital status. 


Nepal has several Family Planning Service Delivery Outlets: 


Sub-health post in each & every village and 
development committees. There are 75 
districts and in 43 there are district clinics 
especially for FP purposes. These are static 
FP clinics and services such as distribution 
of condoms, OCP, injectables, |UCD, implants 
as well as vasectomy and minilaps are 
provided from hospitals / FP clinics. 


In addition, condoms and OCPs & 
injectables are being sold at subsidized 
rates by the social marketing organizations 
through drugs retail shops and trained 
health personnel. NGO & INGO clinics are 
also service points, from where these 
services are provided, including 
vasectomy & minilap. 


Experience in Injectables 


Family Planning Services Delivery Points 


Service Outlet 


SHP/Outreach Clinics 


District Clinics/Hospitals 
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Drugs retail shop  — 


(Social Marketing) 


NGO/INGO Clinics 


Services 


Condom, Oral Pills, Injectables& 
Referral 
Condom, Oral Pills, Injectables, 
\UCD, Implants & Referral 
All above services Vasectomy and — 
Minilap 


‘Condom, Oral Pills, injectables | 
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All above services Vasectomy and 
Minilap 


Vasectomy and Minilap services are also provided through mobile camps 


DMPA was included in the National Family Planning Programme on pilot basis during early 70's and gradually it was 


Current Users Method Mix 


Condom 
8.3% 


INJECTABLES 
23.9% 


Norplant 


1.8% 


expanded throughout the country in a 
phased manner. To give injectables, we 
provide competency and skill based 
training to the services providers, who 
need to be certified. Clients are provided 
comprehensive information through 
counseling. Services are provided on the 
basis of informed choices. One of the 
three methods like condoms, OCP & 
injectables are available through 
peripheral level health workers. 


Injectables are also available nation wi 


de through private se — 
; cto ; 
social marketing organization like PS). r and non-governmental organizations including 


Permanent sterilizations like vasectom 


y and minilap constitute 60.4%, Norplant i y 7 % 
end iniectabieearouy. So, IRE » Norplant is 1.8%, condom is 8.3%, OCP is 4.6%, 


ables are having the major portion in current users method mix. 


Trend in Contraceptive Usage 


Trend in Current Use of Modern 


Contraceptives Methods 


CPR% 


1981 1986 1991 1996 2001 
Source: NDHS 2001 


In 1981, CPR was 8% and gradually it has increased. In 2001, ithas reached upto 39% — an increasing trend in the use of 
modern contraceptive methods. A substantial increasehas come through injectables. 


Trend In Current use of Injectables 


1981 1986 1991 1996 2001 


Source: NDHS 2001 


We canalso see that there is an increasing trend in use of injectables in our country. In 1981 it was 1%, which gradually 


increased and has reached upto 9.3% in 2001. So, the use of Injectable is very high in Nepal. 


The socio-demographic characteristics of women using injectable is given below: 


Percentage of Currently Married Women Currently using Injectables 
by Socio-demographic Characteristics 


Background Characteristics | Injectables (%) S- 
= a 
Urban 
Rural 
Education | 
No Education 
Primary 
Some Secondary 
SLC and above | 
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No. of living Children 
0.4 
9.1 
8.9 


Source: NDHS 2001 11.7 


Social Marketing of Injectables 


Social Marketing Sales of Injectables 
1994/95-2003/04 
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Source: PS! Nepal 


Continuation Rates: 


As per a Survey in 2003, the contraceptive use pattern has revealed that for injectables, the continuation rate in the 
first year of use is 70%, and in the second year 51%. The major causes for discontinuation are that it causes menstrual 
problems, it makes women weak and also that it is harmful after long use. These, although misconceptions are the 
perception of the users. To tackle this, messages with correct information has been launched through IEC campaigns. 


Private Sector Involvement 
in Injectable Contraception 
Programming in Nepal 


Background 


The benefits and established efficacy of DMPA has been proved by WHO, UN 
and USAID. DMPA has been considered as a good contraceptive option to be 
offered to the majority of women whoare likely to go for spacing. 


Our own study in 1979 also indicated that it is safe and effective for Nepalese 
women. In our studies we found very few side effect like general headache, 
nausea, vomiting but a small percentage had spotting and bleeding problem. But 
with good counseling that was not a problem for us. Contribution rates are very 
high. 90-99% continued for one year witha very small drop in second year of use. 
Failure rate was just 1%. The return of fertility was quite fast, within 6-9 months. 
Those who discontinued because they wanted to have children, had children. 
Surprisingly, most of them 70-80% gave birth to a male baby. That is a very 
positive thing for us. And the same year when | visited Hongkong, the study there 
also indicated similar findings. Hence, we feel that DMPA is a good option to 
women in a contraceptive mix. | feel that it's women's right to decide which 
method is really good for them for spacing and definitely women should be 


given informed choice. 


PSI's Contribution in Nepal 


Population Services International (PSI) is a non-profit social organization 
operating in 17 countries around the world. It was established “ Nepal owe 
years back. The goal is to support the governments in Family Planning 
programme to achieve Reproductive Health goals and the Couple Year 
Protection to reduce the unmet need. Several activities were undertaken by PSI 
like Family Planning, Mother and Child Health Programme; Control of HIV/AIDS, 
Condom Promotion and Communication activities to bring about behavioral 


Dr. Kokila Vaidya 
Chief Technical Advisor 
PSI/Nepal 


change. PSI launched new contraceptive products like: Emergency Contraceptives, one month injection, Norgynon 
combined estrogen & progesterone injection, DMPA 3 months injection, & Progesteron Only Pills and IUCD - multiload. 


PSI follows the standard and protocols set by the government, which is prepared with WHO standard that's why there 
is no question of not having quality and standards. 


PSI has introduced three different types of injectables namely: 


= Sangini, 
= OK1(ImonthCIC)and 
= OK3(Depo DMPA). 


The Number of Couple Years Protection (CYP's) generated from injectables by the private sector including PSI through 
social marketing was 65,941 for the year 2003-04. 


PSI's key partners for injectable, contraceptive programming are: 


= Contraceptive Retail Cell (CRS) 
= Nepal Fertility Care Center (NFCC) 


CRS is mostly into distribution of products, identification of new providers to be trained. Product marketing and 
logistic supports are other responsibilities handled by CRS. Apart from injectable contraceptive, there are other 
methods that also need to be taken care of in the 65 districts. There are 65,000 outlets in the country. 


NFCC provides provider Training including Refresher training & Quality Control activities. 


In addition to working with partners, PSI carries out self-implemented Injectable Programme. This includes 
Injectable training given by PSI team for DMPA and lmonth combined Injectable Contraceptive. : 


PSI also provides technical support to the proividers. There are traditional outlets and also some quality outlets under 
private sector distribution chain like private outlets, chemist shops, private practitioners or doctors working in 
private sector. So, we have to promote the product among all who can use the product - that is goingon very well. 


Itis also important to provide the required technical support and back up alongwith the promotion. 


PSI also provides Resource materials, promotional items and technology updates (Sun Rays). Plenty of BCC 
(Behavioral Change Communication) material are available. Number of BCC activities are undertaken. 


Resource Material for trainings like DMPA training model, PSI Injectable BCC and Training Resources 
CIC (Combined Injectable Contraceptive) training model DMPA Training 


have also been developed and made available. Material Module 
on Auto Destruct Needle training, infection prevention = CIC Training Module Feature Articles in ‘Sun 
are also provided. Counseling materials for the clients of = Auto Destruct Needle Rays' — 2 
DMPA, Clients Registration & Contraindication Forms, oe Ning ’ cal ; 
Sangini Promotion leaflets, brochures and other 

information dockets. At the same time under BCC, Radio, 
Television and Print Media campaign have also been 


Sangini Promotional 
Leaflet 


OK-1 Information 


Client Counseling Brochure 
carried by PSI. materials EP Options Rrochure 
Client Registration Radio BCC Campaign 
and Contraindication 

2,800 service providers since September 1994 (Sangini Forms Print Media Campaign 


If we see the Injectable results, we have so far trained 


E 


Launch). Total number of CYPs from | 


njectables j . . 
shows a rapid growth trend. €s IN 2002 - 03 was 45,649 and 65,941 in 2003-04. The figures clearly 


Sangini sales in 2003-04 was 259.718. Durin 


g the same peri nee a. 
Month & Three Month fariables, is sehen period, the total injectable Sales, which included both, One 


So ifyousee the results, from 1994-2004 its tremendous rapid growth, a positive sign for DMPA. 
PSI's constraints for Injectables Training are: 
= Totaketrainingtoscale 


” ad te 
bl aa in the remotest areas. In those areas misconceptions over side effects are 
wai ous. It may be because of poor counseling in private sector so we try to encourage better counseling. The 

ig drop outrate may reduce because of proper counseling in the private sector. 


PSI's Results 


Sales (in thousands of vails) 
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Timeline 


The Way Forward for Injectable Social Marketing... 
Fully utilizing existing training partners and identifying new partners that 
can take training rapidly to scale 
Training more providers 
Focus on improved counseling techniques 
Mass media to combat perceived problems of side effects 


Expanding the injectable market through BCC activities 
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S7i Lanka's Experiences 
with Injectables 


lam going to present the over view on Family Planning program in Sri Lanka and 
its emphasis on Depo-Provera. | will also present the findings of our research 
studies on patterns of continuation of IUD & Depo-Provera with focus only on 
Depo-Provera. 


1. BACKGROUND 


Sri Lanka is a small island 
with land area of 
approximately 62,705 
sq.km. It has a population of 
19.2 million distributed in 8 
provinces, which are further 
divided into 25 districts 
which have 280 health units 
Sri Lanka provides free 
health service (No user fee) 
and free education. The 
Adult Literacy Rate for 
Females is 87.9% and for 
Males 92.5%. The GNP per 
capita is US $ 270. Total 
number of women in the 
reproductive age group (15- 
49 years) are 5.3 m. The 
mean age at marriage for 
Female: 25.5 years and for 
a a Maleitis 27.9 years. 
4 
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POPULATION TO BE COVERED THROUGH CONTRACEPTION 


* Country population 19.2 million 
3 No. of fertile couples who should be under care 2,755,000 
4 Current users registered for modern methods 1,407,925 
(51% estimated fertile couples) 
s Currentusers registered for DMPA 485401 


(34.4% of total current users) 


FAMILY PLANNING PROGRAMME : MILESTONES 


Introduction of FP to Sri Lanka - Pioneered by FPA 
introduction of modern temporary methods - OCP IUD, CONDOMS 


Recognition of FP as a responsibility of the Government and strengthening 
service delivery by integrating FP to MCH services. 


introduction of Injectables - : 
Introduction of a MCH/FP programme manager at district level (MO.MCH) 
Introduction of the Population Policy 


Devolution of Health Services 


introduction of NorPlant 
Introduction of Reproductive Health Concept 


RH & Population Policy 


Looking at the FP program in Sri 
Lanka, it's avery mature program. It 
started in 1953 & then in 1963 
modern contraceptive methods 
were introduced. The Government 
took over the program in 1965. Sri 
Lanka n Ministry of Health 
established a separate 
organization, Family Health 
Bureau, to coordinate and to be 
responsible for Family Planning 
service delivery in the country. 
Along with the establishment of the 
Family Health Bureau, institutional 
level and field level structure also 


started developing. 
Responsibilities of the Family Health Bureau 


Responsible tothe Ministry of Health for implementation of the National Family Planning Programme 
Procurement, distribution of contraceptives & equipment (Through donors & GoSL funds) 
Provide'In-service training’ tothe staff 
Provide guidance & direction to the periphery through MO/MCH 
Monitoring & evaluation of FP programme at national level & district level 
e Feedback Returns 
e District Reviews 
" Service Delivery 
s Operational research 


The Population and Family Planning Policy was established in 1977. Injectable Contraceptive was introduced in 197] at 
a very small scale. So we started quite easily. The reason for introducing injectables was low acceptance of 
sterilization and other methods of FP in some districts in the northern province. However, it was incorporated in the 
National family planning program in 1983. Actually we didn't have separate policy on Depo-provera but the Ministry 


issued circulars/ guidelines, which was revised in 1988. The Population & Reproductive Health Policy was introduced 
in 1998. 
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FP Service Delivery 


The delivery structure is as follows :- 


| FP SERVICE DELIVERY | 
NATIONAL FAMILY PLANNING PROGRAMME PRIVATE SECTOR 


Practitioner 


There are both private sector (hospitals and GPs) as well as National Family Planning program. Under the NFP program 
in Sri Lanka the key stakeholders are Government sector, the Estate sector & the NGOs. About 70% of FP service 
delivery is through governmentsector and depending on the particular method, for example IUD, the service delivery 
through government Sector is over 95%. Field and institutional clinics provide temporary methods suchas OCPs, Depo 
Provera, l1UCD, Condoms and Norplant. This is complimented by mobile services in the North and East. In addition, 
there are domiciliary services (Public Health Mid-wives) for OCPs and Condoms. Thus clients are followed up very 
closely both at clinic and community levels. Permanent methods are delivered through major hospitals and also other 
hospitals with trained MOs. 


Organization Structure 


Organization Structure of Family Health Programme 


Central Level 
MINISTER OF HEALTH 


y 
aa I HEALTH 


DIRECTOR GENERAL OF HEALTH SERVICES 
y 


This organizational structure 
is very well established. It 
has grass root level health 
workers and public health 
mid-wives. If you identify 
any household in Sri Lanka , 
they know they come under 
which particular midwife's 
area- so this is the grass root 
level at which the public 
health mid-wives reach. 
MOH areas have 280 health 
clinics covering the entire 


country. 
off 


Director 
Population 
Division 4 


Director MCH Director 
Family Health Bureau Health Education Bureau 


Organizational Structure of FHP 


Provincial Level 
PROVINCIAL MINISTER OF HEALTH 


’ 
PROVINCIAL SECRETARY OF HEALTH 
PROVINCIAL DIRECTOR OF HEALTH SERVICES 


DEP PROVINCIAL DIRECTOR OF HEALTH SERVICES 


RE = MOMCH 4 RSPHNO b SSO/HEO 


MOH/DDHS (Preventive sector) 


— sector 
Network of Hospitals 


PHNS SPHM PHM PHI 


Distribution of Contraceptives 


We have very strong logistics management system. The central one is established at the Health Bureau that is 
communicating and collaborating well with regional divisions going right up to the field level. 


Distribution of Contraceptives in NFPP 


FHB- CENTRAL STORES 


Its well monitored through the Management Information System (MIS), established very early. We have routed 
information coming right from the mid-wives level upto the national level 
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Information on Different Types of Users 


s New acceptors — according tomethod 
“ Current users —accordingtomethod 
a Natural/ traditional method users 
2 Couples with unmet need of FP 
Source of Information 
“ Field Health staff providing Family planning services PHM, PHI, PHNS 
a Family Planning Clinic Centers 
a Medical Institutions Providing FP services 
e FP clinics 
e Operation theatres performing sterilization 
a NGO serving NFPP 
3 Special Surveys 


As for the private sector we don't get any routine information from the private sector but current users include the 
private sector clients as well. 


Flow of Information 


Eligible Family Register Pe FP Field record 
spe? 


PHM Monthly Statement H 524 
MOH Office 


Quarterly MCH/FP Return H 509 


Duplicate 


FHB 
el Monitoring & Evaluation Unit 


Data Analysis and Feedback 


9 At Central Level FHB 
e Annual Family Health Report 
e Quarterly Feedback of FP new acceptors 


a At DistrictLevel DPDHS 
e News letter 
e Districtreview meetings 
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‘ At Divisional Level 
e Monthly conference 
e Progress review meetings 
e Supervisions 


Achievements 


Achievements 


Indicator Initial Latest 


Infant mortality rate per 
1000 LB 

Maternal mortality rate per 
100000 LB 

Total Fertility rate 
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Modern methods 


Traditional methods 


We have a very high contraceptive prevalence rate of about 70 % but the concern is that traditional method user is 
20.5%. But if we compare with the 1993 DHD, traditional methods are on decline and modern methods are increasing. 


2. CONTRACEPTIVE PREVALENCE 


Contraceptive Prevalence in Sri Lanka WFS & DHS Surveys 
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The slide shows the Contraceptive Prevalence over the years ~ it started with 34 % in 1975 and now it has come to 70% 
over this period. The modern methods usage is alsoincreasing. 


Current Users by Methods 


Current Users by Method 


1993 1995 1996 1997 1998 1999 2000 


YEAR 


@ PILLS @ IUCD @ INJE. @ LRT @ VASE. 


1986 1987 1988 1989 1990 1991 1992 1994 


Source: Family Health Bureau 


Injectables Users 


Current users - Injectables 
No. 
500000 
400000 -+;—— 
300000 +———— 


This shows how Depo-provera picked up. Starting from 1983, Sri Lanka has the highest number of current users 
200000 | + 
100000 | +1 I { i | il so 


for Depo. 


86 87 88 89 90 91 92 93 94 95 96 97 98 99 00 86 02 


Source: Family Health Bureau Year 
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Now to see the New Acceptance Pattern. Again you can see in the figure below how Depo-provera has shot up. Depo 
is major method for both current & new acceptors. 


New Acceptors of Family Planning 
1970 - 2002 


mmm VASECTOMY mn  TUBECTOMY 
Source Family Health Bureau ——— ORAL PILL —— INJECTABLE 


Method Mix of New Acceptors 


Injections 6% Nor-Plant 0.2% Nor-Plant 0.6% 
Pills 17% 


IUCD 11% go, Injections 55.2% 


LRT 36% 


Pills 23.4% 


Vasectomy 30% 3 IUCD 13.4% 
a. LRT 7.2% 


The above slide also highlights the place taken by Depoover the years since 1980- its 57%. 


Comparison of users of modern contraceptive methods 


according to DHS 1993 & 2000 
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By Number of Living Children 
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When Depo-provera usage was very high, we were wondering, whether the ones who should be the acceptor for 
permanent methods are using Depo-provera for family limitation. Actually,we found that it is the younger women 
using Depo-provera, but of course in 2002, perhaps due to the weakness in the service delivery of permanent methods 


even older women started using Depo-provera. But any way majority of users are under younger age group. 


And coming to the number of children, women with 1, 2, or 3 children are the main users. 
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3. STUDY ON CONTINUATION PATTERN OF INTRA UTERINE DEVICE AND INJECTABLE 
CONTRACEPTIVE -2000 


The details regarding only DMPA are given below: 


Socle-demegrephic Protigar DMPA Users tne.63*) 


Percentage 
715% 


Social Class | ; 
| 1.2% 
| 
| 


8.1% 
40.2% 
43.0% 


The Continuation / Discontinuation Rate of Depo 


We had 632 women in the study and we followed them for the period of 18 months. At the end of 18 months, there were 
53% of women continuing to use the method. The details are: 


ORDINAL MONTH | CONTINUATION | DISCONTINUATION 
AFTER 
COMMENCEMENT | | . 
1 | o  | : ‘a 
: ; | 90.9 ) 91 
6 | 98 | 20.2 
g | hE . 29.8 i 
12 a _ 6 6«= 37.8 
15 | 57.9 y | 42.7 i 
18 | 53.7 | 46.3 


Reason For Discontinuation 


Looking at the reason for discontinuation we have 46.3 % of the women discontinued that is 259 at the end of 18 
months. The various reasons given by these women who discontinued areas follows: , 


” Side effects 48.6% 
« Difficulty in attending clinics 17.7% 
« Sometimes husband's disapproval 14.7% 
: Wanted to have baby 6.2% 
. They become pregnant while using 3.9% 
° While no solid reason/response 8.9% 
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Now, looking at types of side effects, these were - 


* Amnorrohoea 38% 
ai Irregular periods 27% 
a Spotting 24% 
a Weight gain 6% 
a Excessive bleeding 4% 


The failure rate end of the study was found tobe 1.7% and clients experiencing side effect was 41% of users. 


Reasons for Using Depo-Provera 


Reasons for using DMPA (No. 634) 


Reasons | Percentage (%) 
Client Preference 53.7 
2 oo ccueee | 
Given free & convenient 19.6 
Recommended by Doctor | 1.4 
| 


nr! ee 
Disliked other methods 11.2 
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ther reasons 


Client's Satisfaction About the Method Compared with Duration to Use 


At 6 months : 78.4% 
12 months : 76.3% out of the number remaining at that time. 
18 months - 60% 


So they had some reasons for not being 100% satisfied. 


4. MAJOR CHALLENGES 


In spite of a high contraceptive prevalence, we have very high abortion rate. 8% of maternal deaths are due to septic 
abortion and we have unmet need of 9%. There is unmet demand for permanent methods. We know that service 
providers have become a bit complacent looking at the low MMR, low IMR & high Contraceptive Prevalence. There are 
inter district disparity especially in some districts and areas that are un-reached & conflict areas. 


We have problems regarding contraceptive commodity security, it is Problems related to DMPA 
not as strong as it should be. There is a gradual withdrawal of UN 
assistance in view of the health indicators achieved in Sri Lanka . 
However, the Government is unable to takeover fully and there is a High cost (3/4 of total cost) 
shortfall of funds for contraceptive commodities security - 
especially Depo-Provera is short of about 70 % of the total funding for 
current user & new acceptors. Inspite of all the problems, there is a 
very high demand. The cost of each DMPA vial at US$ 0.75 is high. Slow readiness of GOSL 
Every year we need about US$ ev.000 for contraceptives which aioe 

amounts to Sri Lankan Rupees 250 millions. 


High demand 


Gradual withdrawal of donors 
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5. THE FUTURE 


Though the program shows attractive indicators, we have to focus on quality - looking at the service providers and 
service delivery system. Improve accessibility in rural, remote and conflict-affected areas. We need to empower 
community to be informed and aware about every aspect of all the methods and to improve the availability. We also 
need to ensure Contraceptive Commodity Security, Expand the Choices. In Sri Lanka , Depo-provera was used for 
quite a long period, no other method was introduced as Injectable had a very high acceptance rate. So, there was no 
reason for us to stop and look for other methods. We need to expand, introduce other methods, other newer implants. 
We need to strengthen monitoring and supervision mechanisms. No matter how much well in place it is, unless you 
improve it at all levels - national, district and grass root level, things won't happen in a manner they are expected to 


happen. 


Then we need to strengthen the Government, NGO and Private Sector Partnership. Actually we do have lots of 
collaboration especially with NGO's. We are trying to establish mechanism, have a coordinating body, steering 
committee to work together. Then we are inthe process of revising all the guidelines. So more of Operational Research 
are required. There are several studies going on like studies on Laproscopic Sterilization, Traditional Method users & 
Assessment of Quality of Services. Also, more operation research is required on Depo-provera. 
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bangladesh Country Paper 
on Injectables 


Good afternoon everybody. Salam Wale Kum! 


The Family Planning Program in Bangladesh, started in 1954, is emerging as a 
successful program. Particularly, during the last two decades, the Program has 
achieved commendable success. The total number of eligible couple in the 
country is 22.3 million while population is 133 million. The number of married 
women in reproductive age is 31 million. Contraceptive Prevalence Rate has 
increased from about 8% in 1975 to 58% in 2004, while the Total Fertility Rate 
decreased from 6.3 in 1975 to 3.0 in 2004(BDHS, 2004). However, though the 
Maternal Mortality Rate and Infant Mortality Rates have come down, they 
continue to be very high(MMR atleast 3.2/1000 live births) 


Total Fertility Rates 
The decreasing trend in TFR is shown below. 


Trends in Total Fertility Rate, Bangladesh 
1971 to 2004 
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(Data Source: National Data of Bangladesh Demographic and HealthSurvey, Published in 2004) 
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Contraceptive Prevalence 


The contraceptive use among currently married women from age 15 to 49 years reached 58.1 in 2004 from 7.7 in 
1975(as shown in the figure below). In Bangladesh, both methods - Modern methods (48%) as well as Traditional 


method (10%) are prevalent. 
Trends in Contraceptive use Among Currently Married Women Age 15-49 


1975 1983 1985 1989 1991 1993 1996 1999 2004 
-94 -97 ~—- -2000 


Also the, trend in the Clinical Contraception, for various methods like tubectomy, vasectomy, IUD and injectables 
shows that only injectables are picking up day by day. Injectables have become very popular in Bangladesh. Other 
methods are picking up at intervals. This has been shown in the figure below. 


Trend in Use Rates of Clinical Contraceptives 
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Bangladesh Demographic and Health Survey, 2004 


Reasons for a successful Family Planning Program in Bangladesh 


Bangladesh Governmenthas a strong and continuous commitment towards family planning. The universal awareness 
about Family Planning is nearly 97 %. Different studies show that in Bangladesh, modern family planning methods are 
available through the “Cafetaria Approach”. Well set up service delivery infrastructure with easy accessibility of 
quality services in another reason. The involvement of NGOs in service delivery and other FP activities is very high. 


There is a regular feedback from the Bangladesh Demographic Health Surveys every 3 to 4 years. There are 8 
FPCST/QAT teams in place for supervision and monitoring. 


The country has a good operational logistic system and a large network of manpower. Fortunately, the support from 
donors is continuous. 
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Injectables in Bangladesh Family Planning Program 


Injectables method was first introduced in Bangladesh in 1975. However, DMPA and NET-EN were introduced in the 


National Family Planning Program in 1976 and 1980 respectively (Jones 1986). 


The graph below compares the percentage of married women of reproductive age using injectable contraceptives in 
different countries in Asia. In Bangladesh it is 9.7% and for Indonesia it is 21%. Unfortunately, for India, | think some 


datais missing. 


Percentage of Married Women of Reproductive 
Age using Injectable Contraceptives in Asia 


Bangladesh Combodia India _Indonesia Nepal Pakistan Philippines 


Source: Measure DHS + -http://www.measuredhs.com 


Socio-Demographic Profile of the Injectable Clients 
Socio-Demographic Profile of the Injectable Clients in Bangladesh 


Age 10-14 | 15-19 | 20-24 | 25-29 | 30-34 | 35-39 | 40-44 | 45-49 
Injectable | 04 | 62 | 98 | 1191! 137 | 1961 67 1 40 
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Residence Urban Rural 


Injectable 9.1 9.8 
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Injectable 2.2 3 0 


Living Children 3 4+ Total 
Injectable . ; 10.9 12.8 11.9 9.7 


Source: BDHS, 2004 


Seeing the background (the statistics are from Bangladesh Demography and Health Survey), if you consider the age 
groups 30-39, these groups use injectables the most. Also, rural people use injectables more than en people. iii if 
one looks at the educational level, the group with no education at the primary level or incomplete primary education 
use injectables as the contraceptive method itis most popular among them. Also, women having 3 or more children 


are the more regular users of injectables. 
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Trends in the Current Use of Injectables 
Thereis an increasing trend (1975 to 2004) in the use of injectables in Bangladesh. At present the current rate of use is 9.7 %. 


Trends in Current use of Injectable Methods 


ae 
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1999 
94 97 -2000 


Country Policy Regarding Injectables 
The current policy on injectables adopted by the Governmentof Bangladesh are two fold: 
= = Injectables are to be made available tothe users, if possible, atthe doorsteps and gradually at the private sector. 


= = Emphasis is also on pursuing the method mix option both in clinical contraception as well as in counseling/ BCC 
activities. A lot of promotional and awareness generation activities have been undertaken for increasing male 
involvementand promoting vasectomy. | 


The only injectable used in the country is Depo-Provera (DMPA). This is the only variety in use for ease of implementation 
and to avoid confusion among providers and the users. 


Service Delivery Modality 

Injectables are available through both the public and Private sectors. In the public Sector — through the Directorate of 
Family Planning (DFP) and in the Private Sector through the Social Marketing Company (SMC). The distribution and 
storage is also the responsibility of DFP and SMC respectively. 


Lots of NGOs in our country are getting supplies from the Director Family Planning of Government of Bangladesh. SMC 
also manages the private sector service delivery initiative for injectables called the Blue Star Program. 


In the public sector, injectables are provided at all of the static facilities through the Directorate of Family Planning 
under MoH&FW. We have parallel systems of DG Health and DG Family Planning. Injectables are, basically, 


administered by a cadre of Paramedics called Family Welfare Visitors (FWVs). 


According to the National Family Planning service delivery guidelines, a pelvic examination of the woman acceptor is 
required and as such FWVs are mandated to provide the first dose. 


injectables is not widely available in our country. 
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Sources of Supply, Logistics & Pricing 


The sources of supply ofinjectables are Public Sector - 79.2% the NGO Sector - 13.5% and Private Medical Sector-7.1% 


Source of Supply of Injectables 
Public Sector 79,2 


Government Government 
Fieldworker Hospital 
11.8 1.8 


Community 
Clinic 
4.4 


Family Welfare 
Centre 
26.2 


MCWC 


EPI outreach 
22.4 


Upazila Health 
Complex 


11.3 


NGO Sector = 13.5 


Fieldworker 
2. 


Deport holder 
0.0 


Satellite Clinic 


Static Clinic 
79 


Private Medical Sector=7.1 


Private hospital 
or Clinic 


Pharmacy 
4.1 
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Only 0.5% qualified doctors are dispensing injectables this isone area weare trying to improve. 


Annual Logistics Requirement 


GOB: | Condom: | 81,969,550(pieces)=82 million 
Oral Pill: | 88,044,834 (cycles)=88 million 
Injectable: | 12,222,846 (Doses) = 12 million 


IUD: | 248,435(pieces) 


i *) 
+ #1 Tih) 
—- PRP 


NSDP: | Injectables: 1,878, 112-2,000,000 per year 
SMC: | Injectables: — 4,80,000 - 5,00,000 per year 


Ref Family Planning Logistic, Pipeline Report, July 2004, DFP 


If you look at the injectables, the GoB annual requirement is nearly 12 million. In the NGO sector, SMC requirement is 
only 500,000 and 2 million for the other big NGOs in partnership which have nearly 315 clinics all over Bangladesh. 


Pricing of Contraceptives (Public and Private Sector) 


Name of the Contraceptives | Cost price | Sale price 

Condom US $ 0.02 (per piece) “US $0.02 : v 
Tk. 1.20 (per dozen) 

Oral Pill US $ 0.986 (per cycle) | reo — 

0 | USS042 (perpiece) «| ree 

Norplant US $ 23 (per piece) | Free 

SOMAJECTISMC) = | US$033 | “US $0.41 (Tk. 25/=) % 


Tk. 20 (Disposable Syringe & Cotton) 


Most of the contraceptives are provided free including injectables. The cost price of injectable Depo-Provera is US$ 
0.735 per injection. And if you consider SMC, they are giving Soma Ject Injectables privately, which has the cost price 
US $. 0.33. They are Providing this at the subsidized rates and they are giving cotton and disposable syringes -in fact 
auto-destructive syringe. In government programs, we are giving normal syringes. 


Training 


Before any new contraceptive is introduced, training of service provider is required in the country. These trainings 
are at different levels - Private Sector, Public Sector, NGO sector, etc. All trainings need to be approved by the 
Government. Without Government approval, no training can be conducted and no field worker can administer 
injectables. Therefore Director of Family Planning and General Affairs Services in collaboration with UNFPA are 


providing training primarily to Doctors (1 day), Nurses and FWs (2 days). The curricula i 
Government of Bangladesh. : 'cula is approved by the 


E 


DFP and SMC provide training to graduate and non graduate Medical Practitioners. 


mOPP & AITEM provide training to Doctors and Paramedics. This includes clinic management training on family 
planning. The durationremainsthe same. This curricula is also approved by GoB. 


Service providers, mostly the paramedics rec 


refresher-training programs in the public sector at 14 Training Centers. Of which 13 are medical colleges and the 14th 
is the Mohammadpur Fertility Services and Training Center (MFSTC), funded by UNFPA. The doctors in the public 
sector alsoreceive in-service training oninjectables, particularly on management of side effects and complications. 


In NGO sector there are different kinds of training programs for the NGO providers and also for the public sector 
providers. In addition, one international organization, Engender Health, provides on the job training on injectables 
counseling and infection prevention forthe public sector providers. 


Promotion 

The promotion is done through Government channels as well as private channels. In the Government there is a 
separate unit called IEC, now re-named as BCC unit. The unit functions under Director Family Planning and undertakes 
interpersonal communication through field workers also. We have also tried to cover the electronic mediabutthereisa 


very little promotion through television and radio. There are also several BCC initiatives by NGOs. 


Discontinuations 


First-year contraceptive discontinuation rates 


Percentage of contraceptive users who discontinued use of a method within 12 months 


The Discontinuation Rates for the First Year after beginning its use, by reason for discontinuation and specific method, Bangladesh-2004 


fordifferent methodsare: 


| Reason for discontinuation 
Method | Method Desire to | Side effects! Other Total 
| failure | become | orhealth | reasons 
) pregnant | problem 
i Oe. oS: 
_Injectables 04 | 52 33.6 | 48.7 


As per the National Survey, reported in the 
Family Health Report, the injectable method 
failure is only 0.4%. Since the sample size was 
big, the low failure rate becomes even more 
significant. 


Condom | 6.3 114 | 68 | 469 | 715 
Other reasons for discontinuing the injectable .. me? | fd | “a | | 
method in the bas eat see ae Withdrawal =| 82 | 135 108 37.0 | 59.6 
become pregnant : 5.2%, Side effects : 33.6% All methods | 45° Oley ent7.5 Pied. 49.4 


(mainly spotting and nausea) and other reasons 
:9.5%. Total percentage is 48.7%. 


Note : Table is based on episodes of contraceptive use that began 3-59months prior to the survey. (BDHS 2004) 


Injectable Services Outside the Clinics 


(i) Mobile and Satellites 


In Bangladesh, injectables are provided through mobile and satellite clinics also. In GoB, through trained FWV's and 
FWAs and inthe NGOsector, through trained Paramedics and Clinic Aids. Atleast 30,000 Satellite clinics are conducted 


per month in the public sector. 


(ii) CBD 


The ICDDR, Bangladesh was the first to offer injectables in a Community Based Distribution Program (CBD) the Family 
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Planning Health Service Project in Matlab Thana. In 1993, as the government found the CBD strategy to be effective, it 
began offering injectables through CBD programs in additional 8 Upazillas. Presently, CBD workers in government and 
private family planning programs offer injectables in about 20 of the 460 Upazillas in the country. 


Contraceptive Social Marketing Program 


Of the approximately 50 social marketing programs throughout the developing world 11 countries carry injectables 
programs. They are: Egypt, El Salvador, Indonesia, Jamaica, Jordan, Kazakhstan, Nepal, Peru, Philiphines and Srilanka. 
In Indonesia, under the Blue Circle program, doctor & nurses administer injectables. The Blue Star Program in 
Bangladesh started in June 1998 involve private practioner under this program 350 graduate doctors have been 


trained in dispensing injectables. 


In addition, 2850 non graduate medical providers are dispensing injectables. The branded SOMA- JECT DMPA was 
introduced in March 2003. Since 1999, the first full year of injectables marketing, the number of administration has 


grown from 8,500 to 4,17,430 in 2002. 


Giving Injections Safely and Appropriately 


Training and supervision can help CBD workers and pharmacy staff to give injections safely. The experience of the 
Matlab project is reassuring about CBD workers' skills: Infections after injections have been rare, only about 3 per 
10,000 injections. 


Maintaining the injectable schedule, counseling, follow-up and disposing of needles and syringe are also taken 
care of. 


There is a study on administering injectables outside the clinic. Of course, the CBD workers, under proper 
supervision, maintain injectable schedule properly including follow-ups and counseling. Regarding 
disposable syringe and needles, in the CBD Program, workers are informed to collect the Syringe and dispose it 
in proper way. 


User's Perspective 


The User's Perspective on Injectables-Bangladesh 


“..With pills you have to have a dose every day, and there’s a chance of your 
forgetting. With injectables, you don’t have such worries. The field worker 
keeps track of when I'm supposed to take my shots and comes and gives 
them to me herself. And since it’s a woman who's giving me the shots, my 
family doesn't 


One of my husband's relatives once said to me. Injectables are good. I've 
been using them for three years. Come with me and you ll be able to get and 
injection, too. There won't be any trouble. ‘So | talked to my husband and after 
he agreed, | began Using injectables Many others have followed me. Even my 
sister-in-law uses injectables now Started using injectables after | had two 
children in quick succession 


Ref: Sidebars for New Era for Injectables, Population Reports, Series K, Number-5 


The important points are: access, confidentiality, privacy and referrals. 


z 


Myths and Misconceptions 


a Ifa woman does not menstruate, poisonous blood collects in her body. 

a Injectable contraceptives cause infertility. 

a It is harmful if a woman stops menstruating due to taking injectables because then she will not be able to 
become pregnantagain. 

au Women whoare breastfeeding should notuse injectables? 

a Injectable contraceptives transmit disease. 

a DMPA causes cancer. 


Switching Over to Injectables 


Switching Injectables Percentage distribution of 


respondents by reasons for switching over to injectables 


Reason(s) for Switching over method Pill Condom IUD 
(N=306) (N=37) (N=35) 
Amenorrhoea 19 3 BS 
Spotting 3.3 214 
Pain in Abdomen | 0.9 =e 74) 
Nausea Giddiness | 34.0 .: “gee 
Simpletouse a SC ae 


Obstacles in Promoting Injectables in Bangladesh 


There is no obstacle, no socio-cultural and religious barrier regarding promoting injectable use in the country. But 
there are minor barriers, such as provider bias, myths and fear about side effects etc. Also, availability of method in 
hard toreach areas is abig concern. 


Lessons Learned 


i The increase in Injectable clients suggests that rather than the new recruitment switching from other methods 
is more pronounced and mostoftheclients are switching from oral pills. 
Strict supervision and close monitoring is very vital for increasing acceptance and better continuation. 
DMPA is much more popular tothe clients for its longer duration of contraceptive action. 
Support from medical personnel who are not involved in the Family Planning program whether in NGO, GOB 


or private is very essential. 
# Local data management for decision making and sharing of the data with the service providers is essential for 


efficient management and accurate recording. 


Donor support 


Donor agencies : UNFPA, IPPF, USAID - report increasing orders for injectables in the 1990s. UNFPA the largest supplier 
of injectables provided about 12 million doses in 1992 and 20 million doses in 1994. During 2003-04, UNFPA procured 
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15 million vials for GoB injectable program. DMPA makes up three quarter and NET EN one quarter of all UNFPA 


supplies. 


Future Plans 


One of the important goals of the government is to reduce TFR to the replacement level as quickly as possible. 
To achieve this Government plans to increase CPR particularly banking on the popular methods of which 
injectable is one. ig 

4 The other plan is to reduce the high discontinuation rate of the temporary methods, particularly injectables. 

% Improve counseling and better screening of clients for injectables. 

a Better management of complications and side effects of injectables. 

- Proper follow-up of the injectable users. 

a 

a 


Mass campaign to further generate demand for injectable use 
Client focused BCC activities for improving acceptability of injectables. 


Future Directions and Challenges 


as Facilitating Injection access Pharmacy based injections. 
a Address evolving patient preferences for wider options over reproductive life cycles. 
a Consider options in context of short and long-term health benefits (e.g. Pregnancy and STD protection, 


cardiovascular risk, bone metabolism) 


Conclusions 

4 Comment from a Bangladeshi woman - “Weare very poor, so we won't be able to survive if we have too many 
children. That's why | use Depo, even though it does give mealittle trouble”. ) 

4 Over 14 million women use Injectable contraceptives in 100 countries and DMPA is the most widely used 
Injectable contraceptive in the world. 

A Women in Bagladesh have experienced vast improvements in their health during the past few decades- due 
in partto an increased nationwide commitmentto family planning. 

a Today, when Bangladeshi women choose to use family planning, they no longer face social stigmatization. 
Through education, outreach and committment; contraception has become a social norm. 

4 Studies show DMPA is safe, effective and easy touse. Ithas no deleterious effects on the fetus or lactation. 

3 There are no reports of Infertility following DMPA use. 

a Counseling is the most effective tool for managing the bleeding side -effects of DMPA. 


Thank You! 


Government of India's 
Perspective & Concerns 


India was one of the first countries to launch its National Family Planning 
programme in 1952 with the basic objective of reducing the birth rates to 
achieve a stable population within its economic development. The methods 
under the family welfare programme are generally limiting methods, which 
include the male and female sterilizations, and the spacing methods under 
which we have oral pills, |UDs and condoms. But it is seen that in our country in 
India, there are over dependence on the limiting methods and the percentage of 
spacing method is only 6%. 


We havea National Population Policy, which was declared in 2000. 


The aim of the Population Policy 
was to achieve a Total Fertility 
rate of 2.1 by 2010 so that the 
population stabilization takes 
place around 2045. It is said 
that once the TFR of 2.1 is 
achieved, it takes some more 
years for the population to 
Stabilize. So the estimated year = Population by 2050 would be a staggering 
for the population stabilization 180), 
for the country was 2045. This 

was revised later on, keeping in mind the progress made by the country that the 
TFR would now be achieved around 2016 instead of 2010 and the population 
stabilization accordingly would be 2050, but by this time India would have a 
staggering population of 180 crores. This is a huge population and we need to 


seriously look at this population growth. 


= National Population Policy 2000 aims at 
attainment of Total Fertility Rate (TFR) of 
2.1 by 2010 to stabilize population by 2045. 


Ure Department of Family Welfare 


This represents the programme goals under the National Population Policy and 


the 10th, Five Year Plan. The current level of Infant Mortality Rate is 64 per 1000. 


DR. B. KISHORE 

Assistant Commissioner (MH) 
Dept. of Family Welfare 
MoH&FW, GO! 


The goal for the 10th Five Year Plan is 45 per 1000 and 
the National Population Policy goal is <30 per 1000. 


a om 7 | = | os Accordingly the Maternal Mortality- the goal for NPP 
| 2010 is < 100/100,000 live births, with safe deliveries to 
infant oy 1000 os _O be increased to 100% and the Total Fertility to be 
Mortality |. (2002) achieved at 2.1. So looking at the goals that have been 
Maternal 400/100000 = 200/100000 + <100/100000 set by the country, we have a tremendous task in front 
Mortality of us. This is a serious concern to the country and the 
| = Governmentof India. 
Safe 42.3% 80% 100% : 
Delivery (98-99) é India is the second most populous country in the world 
Total 39 23 74 : with a population of more than one billion, | think its 
| Fertility (1999) = around 105 crores at the present and next only to 


China. The Crude Birth Rate (CBR) is around 25 per 
1000 population i.e. around 25 million children are delivered every year and large proportion of these births are the 
result of unwanted and unplanned pregnancies. This is a serious concern and we need to address this concern. Due to 
these unplanned and unwanted pregnancies, a large no of abortions mostly unsafe abortion are taking place leading 
toa high maternal mortality. India has one of the highest Maternal Mortality rates in the world which is around 407 per 
1000 as compared to the other countries which are far less. We just saw the recent presentation of Srilanka and other 
countries, the maternal mortality compared to them is phenomenally very high in India. This is another very serious 
concern. 


Looking at the existing Unmet Need in the country, there is a 16% unmet need existing for family planning services 
amongst the eligible couples in the country. This isa large chunk of population, which we need to reach and address 
their needs. We need to give them contraceptive choices that they require and at present only 48.2% of the eligible 
couples are using contraception. Huge chunks of population are either not using or not able to reach contraception 
leading to unwanted fertility in the country to around 25%. These are all very serious concerns for the Government of 
Indiaand country and we needto collectively address these issues. 


The unmet need for contraceptives for the spacing at 1 eC ) nae 
the national level is 8.3, and that for Limiting is 75, ikl a 
leading to total of 15.8. This is a huge unmet need both Spacing Limiting Total 
for the spacing as well as for limiting methods and we Pa ae rr ig: sone 

National 8.3 7.5 15.8 
need to see how best we can reach and address this 
unmet need existing in the population. Department of Family Welfare 


Use of Spacing Methods: If we look at the two surveys that were carried outinthe country, the National Family Health 
Survey 1992-93 and the one carried out in 1998-99, we would see that for the Oral pills, |UD and condoms usage the 
percentage was 6 in the NFHS-I and 7 for the NFHS Il - a very minimal increase, just 1% between the two surveys, 
indicating almost no change between the two surveys. This indicates that we have not been able to reach the 


population/ couples, who are wanting to have contraception, and therefore we need to address the issue of unmet 
need existing in the country. 
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It is generally seen and has been already pointed out in 
number of presentations that an addition of a new 
method of contraception increases the contraceptive 
prevalence rate (CPR) by 12 points. It is expected that 
the CPR would reach 60% with an addition of anew | ® _ |t is expected that the CPR would reach 60% with an 


= Addition of a new method of contraception, increases the 
Contraceptive prevalence rate (CPR) by 12 points 


contraceptive and with the CPR of 60% itis expected that addition of a new contraceptive. 
the country would be able to reach TFR of 2.1 and | m CPR of 60 %is expected to help the country achieve a 
proceed towards population stabilization. TFR of 2.1 and population stabilizations 


Department of Family Welfare 


Step up Spacing Methods: It is generally seen and various surveys have shown that the sterilization has remained 

the main contraceptive method, which is used by the population. Therefore, there is an important need to step up the 

spacing or reversible methods to meet the needs of the eligible couples and those who have not completed their 

families. Specially it is seen that many of them do not 

want to resort to limiting methods and not knowing what 

= Injectable contraceptive have become an another to adopt in-between, they become prey to unwanted and 

method of contraception during present times. unexpected pregnancies, resulting in pregnancies and 

child births. So meeting the existing unmet need 

especially amongst the younger eligible couples is the 
concern for the country and the Governmentof India. 


= More than 13 million women in 130 developed and 
developing countries are using injectable contraceptive. 


Department of Family Welfare 


Presently Injectable Contraceptive has become an another method of contraception available and it has been seen 
that more than 13 million women in 130 developed and developing countries are using this method. WHO has been 
recommending it and we know that the representative from WHO-Geneva in her presentation told us about the 
advantages of Injectable Contraceptive and how it is being advocated, and now the eligible criteria have also been 
developed in various countries to follow. 


The types of injectables are indicated in the slide. PROGESTOGEN ONLY INJECTABLES 
Depot Medroxy progesterone acetate (150 mg) - 3 monthly 


The benefits of the contraceptives, again everybody 
would be knowing, but | am just repeating the main 
points that it prevents pregnancy with the failure rate of 
0.1 - 0.6%. The other benefits are: effect on Anaemia 
(reduces blood loss during menses) Effect on sickle cell 
anaemia (reduces crisis episodes) and probably 
protection against endometrial cancer. This has been 
highlighted by the previous speakers and presenters. 


Norethisterone enanthate (Net-En 200mg) - Bimonthly 


COMBINED INJECTABLES 

Cyclofem (25mg medroxy progesterone acetate + Oestrdiol 
cypionate 5mg) - monthly 

Mesigyna (50mg norethisterone oenanthate + Oestradiol 
valerate 5mg) - monthly 


So in pursuance to its commitment to ICPD Cairo in 1994 and based on the ICMR studies, Government of India set upa 
sub committee to finalize a feasibility study for introducing two monthly injectable contraceptive (NET-EN) in 12 
Medical Colleges, which was supposed to be a feasibility study for adopting it under the family welfare programme. 
But the moment this was announced we had women's organizations representing against this decision of the 
GovernmentofIndiatocarry outa feasibility study for introduction on injectable contraceptives. 


Following this, that there was a Court Case by Stree Shakti Sanghathan, which had filed a case bi Supreme Court 
against introduction of injectable contraceptives, stating that the introduction of injectables was being done without 
fully understanding its effect on Indian women. Though the court has given his judgement and as already read out by 
Sudha Tewari and | will read it again once more’ that the matter was critically assessed by the committee set by the 
court and based on the discussions and evidence and counter evidence the Hon'able Supreme Court vacated the writ- 
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petition on the injectable Net-EN to be used in the national family welfare programme with rider that the follow up and 
proper counseling should be available in the center where it is being promoted”. The product of DMPA was not 
allowed to be mass used in the programme but was permitted to be used for women where it had need to be informed 
that all the implications of its use in the restricted manner. 


So the Government of India, in order to be sensitive towards the women's organizations and keeping in mind the 
various concerns, felt the need for evaluation of the effect of Injectable contraceptives. This includes: 


Possible carcinogenicity 
Menstrual irregularities 

Weight Gain 

Effect on Cardiovascular system 


Fertility return 


The Department therefore requested ICMR to carry out | 7 . 
evaluative studies on injectable contraceptives and its Reh: os 
effecton Indian women's health at 10 HRCC in March 2001. The Department requested ICMR to carry out evaluative 

The study is expected to be completed and awaiting the os ding oy Injectable contraceptives and its effect on 

ICMR report soon and only based on the ICMR report, the Indian Womens health at 10 HRCC in March 2001. The 

Govt. of India would take decision on inclusion of study was to be completed by end of September 2004 
injectable contraceptive in the Family Welfare © 

programme. The government of India has been quite Based on the report, the Govt of India would take a 
sensitive to the various voices that it has been receiving decision on inclusion of injectable contraceptive in the 

from various places and keeping these concerns raised — Family Welfare programme 

by various organizations. Therefore inspite of the - 

vacation of the court case on NET-EN, the Government of © 4 a= 
India has requested ICMR to conduct further studies to evaluate the effect of Injectables on Indian Women. | think the 
ICMR is going to conclude the studies soon, and once the report is available with the GOI, | think discussions and 
consensus decision would be taken. 
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Recommendations 


from the Workshop 


Background 


A Participatory approach was adopted to arrive at the Workshop Recommendations. This was done in stages and in 
groups, followed by open discussions amongstall participants. 


Initially, the following two Themes were taken up: 


Theme A : Injectables-Policy and Management Issues for Quality Assurance 
ThemeB : Injectables- Development of Guidelines for Quality Services 


To ensure intensive discussions and participation of all members, it was important to keep the groups small. 
Therefore, for each theme, two groups were formed. Besides keeping the groups small, this methodology further 
helped to obtain richer and divergent views. The list of the Members in each of the four groups is annexed to the Report. 


The first stage comprised of discussions within small groups on the two Themes. The group discussions took place 
mainly on Day Twoof the Workshop and was completed in the morning of Day 3. 


During the second stage, first the Recommendations of the two groups for Theme A was presented to the full house, 
which was then followed by open discussions. A similar methodology was adopted for Theme B. 


The Recommendations of the four groups are annexed to the Report. 


It was planned that subsequent to the discussions on Themes A and B above, the following two topics be taken up, 


using the same methodology as adopted for the earlier topics: 


Themel : Enhancing Usages of Injectables in NGO/ Private Sector 
Theme2 : ReviewPossibility of Introducing Injectables in the Public Sector 


However, due to time constraints, this methodology could not be adopted. Instead, the above two . a 
discussed by the full house. In fact, it emerged that during discussions of Themes A &B, most of the issues hada _ y 
been discussed and only additional specific points needed to be covered. The main points that emerged have been 
included under Policy & Management Issues for Quality Assurance —- Recommendations. 


The discussions were very exhaustive. Though, the participants were in agreement on most topics, there were some 
issues such as the current legal status of injectables in the country regarding which participants had different 
understanding. This impacted on some recommendations. Since this remains an important aspect based on which 
further actions may be required, Parivar Seva, post workshop, gathered further information on the status of 
injectables in the country. This is provided in the subsequent section. 


Based on Group presentations and the transcripts of the discussions that took place, the Recommendations from the 
Workshop are being put forward. 


Recommendations for Theme - A 


Theme A: Policy and Management Issues for Quality Assurance 


1. Expanding Contraceptive Choice. 
The Governmentof India is signatory to, or has developed the following guiding documents: 


ICPD Programme of Action, 1994 
Millennium Developmental Goals, 2000 
National Health Policy, 2002 

National Population Policy, 2000 

RCH Programme | (&Draft of I!) 


FON 


It was agreed that expansion of contraceptive choice should be considered in the context of: the above commitments 
and policies; overall reproductive health and rights, including male involvement and responsibility; and the rational 
use of drugs. 


introduction of IUDs, NSV and male condoms and introduction of female condoms. 


There is akey need for additional Spacing methods in the National Programme. 
2. Injectables 


Injectables DMPA and Net Enare commercially available inthe cou ntry. Net En from April 1986 and DMPA from June 1993. 


The participants noted the data presented at the meeting including the results of studies undertaken internationally 
and in India; and the experiences gained inthe use of, Primarily DMPA, in neighbouring countries and in India. 


Itwas agreed that injectables be expanded in India as it off 


— ers considerable scope for use asalimiting andas aspacin 
method. The possibility of use during lactation enhances : : Sle 


's appeal as aspacing method inthe country. 


It was recommended that since injectable contraceptives are Schedule H drugs, any guidelines that are developed 
should take this into account. 


3. Choice of Injectables 


It was agreed that if there are many different injectable preparation in the same programme, there is a scope of 


confusion. From the point of view of quality of care, its important to focus on mainly two types of products — one which 
would be progestin only method andthe other the combined method. 


The progestin only methods currently available are: 


B 150 mg Medroxy Progesterone Acetate as micro-crystals in aqueous solution: DMPA (3 monthly 
injections) and 


a 200 mg Norethisterone enanthate dissolved in oily base: NET-EN (2 monthly injections) 


The combined methods, containing both progesterone and estrogen and formulated as 'once a month' preparations: 
Cyclofem and Misogyne. 


Cyclofem, a once-a-month injectable, could be considered once the results of a recently completed ICMR study are 
available. 


Further, it was recommended that one progestin method should be selected for its expanded use in the country. The 
same product should then be continued in the future. 


The smaller groups had made a selection of the product based on their own understanding of the legal status. One 
group felt NET-EN, which had been vacated by the Supreme Court Case could be expanded, since DMPA was still not 
cleared for use in the public sector. On the other hand, the other group was of the opinion that DMPA had been vacated 
by the Supreme Court for use in the public sector and not NET-EN and therefore should be utilized for expansion. 


The consensus on selection of the progestin only method, however, could not be reached by the full house, primarily 
due tothe fact that participants held different views regarding the legal status of the two products in the country. 


It was, however agreed that altering the product subsequently, depending on changes in the legal status of the two 
products in the country, would not at all be desirable. Therefore, it was important to discuss the advantages and 
disadvantages of the two products and select the product suitable for the country. The legal issues needed to be 


separately handled. The following consensus emerged: 


DMPA usage has grown in countries where both the products were made available, indicating client 


x 
acceptance to be more for DMPA 

# In Indiatoo, considerable experience is available with DMPA, which has been positive 

4 Programmatically — in terms of logistics &supplies, implementation inputs and costs, its better to have a 3 
monthly injection rather than a2 monthly 

™ Being anoil based product, NET-EN injections are more painful than DMPA, which is water based. 
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* Amenorrheais less with NET-EN than with DMPA 
‘ In terms of duration of action, there are several advantages of DMPA over NET-EN 


a There is a body of evidence on DMPA. 

4 Also, continuously more research is being doneon DMPA 

= Efforts are also on to optimize the DMPA product. A new subcutaneous preparation with less product 
strength (104 mg over 3 months instead of 150 mg), with less side effects, may soon be available. Its several 


advantages may include: less bleeding; the peak being half to 60% less than the peak for the muscular 
injection; less cost due to reduced strength. While selecting the product, the future must also be kept in 


sight. 
6 Noresearchareoncurrently tooptimize NET-EN 
a Availability of the product without stock-outs, should be an important consideration. 
“ Affordability of the products was also important 
s Adequate and regular availability of the selected product was important. Some production constraints 


being faced due to corporate reasons were sighted for NET-EN. 


The majority of participants were in favour of expanded use of DMPA. 


The dossier on DMPA Injectables being prepared by ICMR for DTAB needs to be further supplemented. Besides the 
Indian experiences presented during the Workshop, the data on experiences of FPAI, Abt Associates and NIMA needs 
tobe urgently furnished to ICMR. 


Itwas, however recommended that the final selection be referredtoa Technical Committee. The follow-up on the legal 
aspects of the two products could also be handled by the same Committee. This could include giving the required 
information to the Technical Subcommittee and the Drug Technical Advisory Board. 


It was understood by the participants that the committee of “international and Indian experts, voluntary and non 
governmental organizations and government to regularly review and recommend specific incorporation of the 
advances in contraceptive technology and, in particular, the newly emerging techniques, into programme 
development” as per the NPP, 2000, Contraceptive Technology Research on RCH Action Plan, has not been constituted. 
There is, however a Research Advisory Committee. Normally, for addressing specific technical aspects pertaining to 
implementation issues, a separate Technical Committee for short term is set up by MoHFW, with a specific purpose 
and scope of work. 


It is recommended that a Technical Committee of experts from NGOs and the government be constituted by the 
MoHFW, Gol to work on incorporation of newly emerging contraceptive techniques into programme development. 
The scope of work of this committee could be broad, with injectables as oneofthe products. 


4. Availability of Product 


At present both NET-EN and DMPA are registered in India and being imported. Certain corporate issues appear to be 
affecting regular production/ Procurement of NET-EN. 
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There is aneedtostreamline Procurement and clearances 


ath the government for the public sector and social marketing is important. Procurement budgets to be 
provided under RCH-| at tne very least, for pilots and social marketing. In the interim period,for social marketing, 
_ Procurement from competitive manufacturers across the globe to be facilitated by the government. 


Since these injectables are contraceptives, like other contraceptives OCPs and condoms, it is recommended that they 
should be exempted from sales tax. 


It was recommended that in the long term, injectable products must be manufactured in India. This would help to 
reduce cost of the product making it affordable to our consumers, reduce subsidies and also ensure regular supplies. 
A similar strategy was earlier followed for other contraceptives in the country, eg. OCPs, IUDs etc. It was agreed that in 
order tofollowthe same path, actions are needed to be initiated now. 


Since both products are currently off patent, these could be produced as generic preparations in the country. 
Measures must be taken to manufacture, meeting the international GMP standards, the recommended products in 
India. The Technical Committee under the NPP, 2000 mentioned above, should address all the issues involved, 
including making available the data required by the Drugs Controller of India. 


Preferential treatment to government owned companies/ private sector companies for manufacture and supply 
should be avoided, i.e. monopolies should not be allowed at any stage. 


5. Introductory Strategy 


The participants endorsed the ICMR position that in view of adequate data and all safety issues having being 
addressed, no further research on DMPA was required. 


Itwas requested that the Post Marketing Surveillance Study, carried outon DMPA inthe private sector, including NGOs 
could, however be studied by ICMR (a copy to be made available to ICMR) to note the data available on Indian women. 
Based on the ICMR recommendations, the next steps could be taken. 


The participants recommended that simultaneously Operations Research be taken up in public sector settings to 
understand and address delivery issues pertaining to effective delivery of DMPA. This would also help to address the 
concerns expressed by some groups regarding inadequacies in the public sector infrastructures and quality of care. 


It was agreed that pilots be taken up in 10-20 districts where there was a potential for use, districts with varying levels 
of infrastructure for health so that a comparative framework on what happens at different levels, with the best and the 
poor settings, is available. This would help in identifying what strengthening is required and taking care of all 
implementation issues. This would also test what is the optimum level of infrastructure that is required to deliver 
reasonable quality of services. In addition, such pilots would help to understand the demand for the product for large- 
scale implementation, enabling estimates of quantities — streamlining handling of product procurementand deliveries. 
Representatives from West Bengal, Maharashtra and Tamil Nadu indicated their initial willingness to take up 
appropriate pilots, provided clear directives and support from the Central Government was made available. 


It was recommended that a well-designed introductory strategy be developed which should address in details the 
mechanisms for delivery; IEC materials and communications strategies; monitoring and supervision, etc. It is 


essential that key stakeholders are involved in the development of this strategy. 


Establishment of an Implementation sub-committee under the purview of the Technical Committee(as recommended 
under Item 3 above) by the MoHFW was considered to be essential by the participants for initiating the proposed 


pilots and providing all other support. Guidelines, Check list, training programmes, production of materials and a 
need based procurement plan should be developed through this strategy. 


Regarding NET-EN, the participants noted that the government had planned to introduce NET-EN in the programme in 
a phased manner. The first phase being a feasibility study in 12 Human Reproductive Research Centres (HRRCs), 
which however, was abandoned due to some groups insisting that a proper study be done. A study is presently being 
carried out by ICMR and is expected to be completed by 2007. 


6. Social Marketing 


It was recommended that that in addition to product subsidy/ procurement from the government social marketing 
projects through doctors/clinics as currently being done be supported from the Government so that this approach is 


intensified inthe country. 


7. Private Sector/ NGO 


It was recommended that enhanced involvement of the private practitioners and NGOs, directly and through 
associates, for delivery of injectables needs to be taken up. Not only OBGY, but also MBBS and doctors from the 
Integrated Scheme must be trained to provide quality services. Working with associations such as FOGSI, IMA and 
NIMA was recommended. 


8. Eligibility Criteria 


It was recommended that the WHO Eligibility criteria is to be followed, which clearly sets down different categories, 
based on medical eligibility. However, based on social aspects, additional guidelines may be introduced; eg the group 
recommended restricting the use to age group 18-45 years (due to concerns on decrease in BMD) and as not the 
preferred option for delaying the first birth (due to early age at marriage and need to quickly prove fertility) Criteria for 
Client Selection has been covered in details in the next section — Development of Guidelines for Quality Services. 


9. Delivery Mechanism 


To start with it should only be delivered by medical personnel. Later on one can start using trained ANMs / 
Nurses / Health Workers at the district level, i.e, with a medical back up for handling possible complications. 
Simultaneously work on capacity building to enable them to provide the same services in the interior rural areas in 
future to be taken up. 


10. Training 


Training for service providers ( Doctors & Nurses ) under professional bodies such as FOGSI, IMA was recommended. 
However, practitioners from the Indian System of Medicine should also be oriented so that they can make effective 
referrals and also help tore-enforce the issues surrounding injectables when approached for a second opinion. 


11. Counseling 


Counseling techniques should be imparted to the various support staff in the clinics, etc. so that every possible 
interaction with the clients can serve as amedia for counseling and the same message should be unified across all staff. 


J. 


All clients must be properly counseled using “ 


: GATHER” approach before introduction of the method while providing 
informed choice, after choosing the method an 


d during every follow up visits. 


» It may be necessary for the doctors to spend additional time on counseling, 
; potential users; repeat users; 


12. IEC / Communication 


It is recommended that communications should be mass-based: creating a positive image among new acceptors; 
targeted at eligible users (to bring clarity in the client's mind whether they can use it or not) through counseling, flip 


charts, posters, leaflets and use of existing hotlines, eg FOGSI. Also, use of User support groups in projects have proved 
tobe very useful. 


Also, communication to providers giving complete information and creating a positive image was stressed. 


It is also recommended that education for policy makers/ government officials regarding the product and visits to 
locations where injectables are working must be taken up. 


13. Management of Side effects 


i. Irregular bleeding / prolonged bleeding needs to be tackled through information dissemination 
and thorough counseling during the selection (of contraceptive method) phase 


ii. Amenorrhea sameas above 

iii. Weightgain 

iv. Return to fertility the median delay of 7-9 months in return to fertility should be intimated during 
selection (of contraceptive method) phase. This should include the information about the possible 
delay of upto 18 months insome cases 


14. Monitoring and Supervision 


Intensive monitoring by government agency / NGO for delivery mechanisms; record keeping and reporting system; 
counseling techniques and content; procedural details like disposal of needles, esp. during pilot phase (Operations 
Research). The experiential evidences need to be documented and disseminated. 


Later monitoring should be less frequent and can be used to enhance the existing monitoring mechanism of the other 
contraceptive methods. : 
15. Keeping Abreast with Developments 


The in- country Operations Research and Monitoring mechanisms must be sensitive to enable subsequent research, 


whenever required. 


The system also needs to be responsive to the ongoing international research and implement the findings/ guidelines 
regularly. There should be nolag between international findings and implementation in India. 


THE WAY FORWARD 


On submission of the Workshop findings and without any further delay, it was recommended that the Ministry of 
Health and Family Welfare convenes a meeting with ICMR and Drug Controller of India to immediately review 
documents/ information on Injectables and plan the next steps needed, including the following: 


Formation of a Technical Committee by MOHFW (please see Recommendation 3) for incorporating 
newly emerging contraceptive techniques into programme development injectables being one of 
the contraceptive products. 

The scope of work to include: review of available data, selection of product, addressing legal aspects, 
working with ICMR and DCI, facilitating the work of other expert groups, e.g. DTAB and over-seeing the work 
of the proposed /mplementation sub-committee. 


The Implementation subcommittee in turn would be responsible for designing and implementing 
Operations Research in public sector settings, development of guidelines and training modules, evolving 
anlEC strategy and monitoring and supervision through an appropriate independent mechanism. 


Procurement of Products: MoHFW to set up a mechanism for procurement of injectables (please see 
Recommendation 4) In the short term, for public sector OR initiatives as well as CSMP, procurement from 
across the globe could be arranged. However, in the long term, for self sufficiency and lower costs, in- 
country production of injectables is a must. Responsibility to be assigned within the MoHFW for these as 
well as take up other related aspects suchas clearances, exemptions under Sales Tax etc 


Intensifying availability: Injectables to be made more accessible through its inclusion in CSM programme 

of Gol and upscaling its availability in the Private Sector 

Updating Information and Continuing Dialogue: Increasing contraceptive choices to men and womenisan 

important componentof sexual & reproductive health care and rights. Therefore, there is aneed to: 

® build sensitive mechanisms for continuously feeding in the experiences gained from 
Operations Research and other implementation experiences on injectables. This must be again fed 
into programming. 

® continue the dialogue on injectables with technical experts, NGOs and professional bodies — this 
must cover those who are opposed to injectables as wellas those whoare in favour of injectables 

¢ — beresponsive to the ongoing international researchand implement findings/ guidelines regularly 


The first two aspects could be included under the scope of work of the Technical Committee recommended earlier and 
the last point could be handled by the existing Research Advisory Committee. 


Recommendations for Theme - B 


Theme B : Development of Guidelines for Quality Services 


The recommendations are based onthe consensus arrived after review of the following documents: 


the two recent WHO guidelines of 2004 namely 


Medical Eligibility criteria for Contraceptive use and 
li Selected Practice Recommendations for Contraceptive use 


Guidelines on Injectable Contraceptives developed by some NGOs like Parivar Seva, ARTH, FPAl etc. 


The recommendations are divided into two broad are 


_ as (i) General Guidelines for Program Managers and (ii) Specific 
Guidelines forall categories of service providers nam 


ely specialists, medical officers and paramedical staff. 
1. General Guidelines: 
Training 


1. Development of Trainers 


At State level Training of Trainers (TOT) in batches of 10 tobe conducted, participants are district level 
officers, who will become resource person inthe District Training Course. 


2. Training of Service Providers 
1. Medical Doctors batch of 30-1 day programme 
2. Paramedics batch of 30-2 days programme 

3. Develop Training Curriculum 

4. Site of Training 


= For Public sector providers it should be at the place of work such as at Tertiary Hospitals / District 
Hospital /District Training Centres / PHCs 


= For Private sector providers it should be during their Continuing Medical Education (CME) 
programme 


5. Training Materials 


= _ Training material should be in modules form. For paramedics it should be in local language. It should 
be theoretical and practical, case based. 


3 Written Guidelines 


= Booklets, Pamphlets, Flip Charts, Posters etc. 


Information & Counseling 


1. General Counseling what should be done when client comes 


= Greetclient 
= Make the client aware of her contraceptive needs. She may not want more children, so help her to 
know howshecan prevent further pregnancy. 
=m Provide informed choice on all methods and their advantages and disadvantages, if she has no 
method in her mind. No specific method to be pushed. 
= Whenshe select some particular method provider her details on the advantages and disadvantages 
of that method 
r 4 Specific Counseling — Provide detailed information about the method, when client chooses the method 
=» Nameoftheinjection. 
= Howitworks? 
Possible side effects like menstrual irregularities (especially amenorrhoea) weight gain etc. This 


Counseling to be done ina tactful manner. 


3. Meeting the needs of Clients 
= nsurecontinued supply of injection 
= Ensuremanagementof complaints /side effects 
a Availability of Pregnancy Test Kits to rule out pregnancy for amenorrhoeic if applicable or on request. 


a  Ifshediscontinues, help her choose another method 


Check List for Injectable Contraceptive use 


Age between 18 to 45 years 

Last delivery six weeks ago and breast feeding 
Not very obese (Body Weight < 65 kgs) 

Blood Pressure =/< 160/100 mm of Hg 
Noh/ochest pain, heart attack 

Noh/ostroke (paresis/ paralysis) 
Noh/oswelling and pain oflegs & feet 


Noh/odiabetes with complications 


co GP ND MW FWD 


Noh/o jaundice, cirrhosis of liver & liver tumors 


— 
Oo 


Noh/o breast cancer recent/ past 


— 
— 


Noh/ounexplained vaginal bleeding 
Noh/oany medications like Antibiotics (Rifampicin, Griseofulvin); Anticonvulsants (Phenytoin, 
Carbamezipine, Barbiturates, Primidene) 


— 
Nm 


2. Specific Guidelines for Service Providers 


Injectable Contraceptives contain Progestins (Depo-Medroxy Progesterone Acetate; Norethisterone Enanthate): in 
depot form the hormone is released slowly into the blood stream. 


How does it work? 
x Mainly stops ovulation (release of eggs from ovaries). 
> Also thickens cervical mucus, making it difficult for sperm to pass through. 
a Makes endometrium atrophy. 


How Effective 


Very effective - 0.3 pregnancies per 100 women in first year of use (1 in every 333) when injections are regularly 
spaced 3 months apart. 


Return to Fertility 


J 


“ Median delay in return of fertility of 7to9 months for DMPA and 6 months for 
+ NET-EN, with possible delay of upto 18 months in some cases. 


Advantages 


Very effective 
Privacy assured - Nooneelsecantellthata woman is using it. 


Long-term pregnancy prevention but reversible. One injection prevents pregnancy for atleast 
3 months/2 months 


Does not interfere with sex. 


Increased sexual enjoyment because noneed toworry about pregnancy. 
No daily pill-taking 


Allows some flexibility in return visits. Client can return as much as 2 weeks early or 2 weeks late for 
nextinjection. 


a Ageis no bar, butrecommendedtobe given between 18 to 45 years 
4 Can be given tonulliparous women 


a Quantity and quality of breast milk donot seem harmed. Canbe used by nursing mothers as 
soon as 6 weeks after childbirth. 


“ No estrogenic side effects. Does not increase the risk of estrogen-related complications suchas 
cardiovascular problems. 


Helps to prevent ectopic Pregnancies. 
Helps to prevent endometrial cancer. 
May help prevent ovarian cancer. 


Special advantages for some women: 

3 to prevent iron-deficiency anemia. 

e® may make seizures less frequent in women with epilepsy. 
e makes sickle cell crises less frequent and less painful. 


Disadvantages 


s Common Side Effects (Not signs of sickness): 


4 Changes in menstrual bleeding are likely, including: 
e Light spotting or bleeding, most common after first dose. 


@ Heavy bleeding-canoccuratfirst, but rare. 
@ Amenorrhea-Normal, especially after first year of use. 
(Some women see amenorrheaas an advantage.) 


w May cause weight gain (average of 1-2 kg, or 2-4 lbs., each year) 
(Change in diet can help control or prevent weight gain. Some women see weight gain as an advantage). 


® Delayed return of fertility (until progestin levels in the body drop). About 4 months longer wait before 
pregnancy than for women who had been using combined oral contraceptives, |UCDs, condoms, or a 
vaginal method. 

® Requires another injection every 3 months/ 2 months 

May cause headaches, breast tenderness, moodiness, nausea, hairloss, l@ss sex drive, and/or acnein 

some women. 

Does not protect against sexually transmitted diseases including HIV/AIDS. 


Comparing DMPA AND NET-EN (POI) 


| Characteristic | DMPA _NET-EN 


Constituents of drug with 150 mg Medroxy Progesterone 200 mg Norethisterone 
strength Acetate as microcrystals Enanthate dissolved in oily 
in aqueous solutions. base 


Deep intramuscular 
injection into the deltoid / 


Deep intramuscular injection 
into the deltoid or gluteal 
muscle. 

No massage after injection 
More painful 


Amenorrhea 55% of women by end of 30% of women by end of 

(no menstrual bleeding) first year of use. first year of use. 

Typical pregnancy rate if About 0.3 women in every About 0.4 women in every 

on time for injections 100 in first year (1 in every 333) 100 in first year (1 in every 250) 


Return of fertility (ability to Average delay: 4 months Probably less delay. 
become pregnant again) longer than for women 
who use combined oral 
contraceptives, IUDs., 
Condoms, or a vaginal 
method. 


Injection technique 


gluteal muscle 
No massage after injection 


Causes some mild glucose 
(sugar) intolerance. Used 
with good results in 
diabetic women having no 
associated vascular 
disease. 


Effect on diabetes No effect on glucose 


tolerance. 


Criteria for Client Selection 


WHO Class | & II categories to be followed. One should have clear distinction between Medical and Social aspects 
while selecting the clients. 


Inclusion Criteria : 


= Age 18-45 years 

= Parity All 

= Need for Spacing/ Limiting family 
Itcan be used by women who - 


. are breast feeding (starting 6 weeks after child birth) 


. have just had abortion or miscarriage. 


Alsowomen with the following conditions canuse Progesterone only Injectables 
. Benign Breastdisease. 


. Mild headaches. 


© Mild or moderate high blood pressure under treatment 
» lron deficiency anaemia. 
e Endometriosis 
© Benign ovarian tumours 
° Epilepsy 
Exclusion Criteria : 
» Pregnant women 
* <18 years >45 years age 


’ Body weight > 65 Kg 
* If Breast feeding<6 weeks post partum. 


® Hypertensions BP more than 160/100mmofHg 


. Women with multiple risk factors for arterial cardiovascular disease 
(suchas older age, diabetes, hypertension, smoker ) 

e Vascular disease 

* Currentand past deep vein thrombosis/ Pulmonary embolism 

s Current and history of Ischaemic heart disease 

e Stroke-H/0 cerebro-vascular accident 

8 Migraine with focal neurological symptoms 

2 Unexplained vaginal bleeding 

* Breast cancer 

4 Uncontrolled diabetes mellitus or insulin dependent diabetes 

4 Liverdiseases Acute viral hepatitis, Cirrhosis, Livertumors (Benign & malignant 

* Drug interactions - 


~ Drugs which effect liver enzymes 
(i) Antibiotics Rifampicin, Griseofulvin 
(ii) Anticonvulsants Phenytoin, Carbamazepime, Barbiturates, Primidone. 


Delivery of Drug: 


First Injection 


a) If menstruating 


~ Within7 days after startofmenses 
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b) 


c) 


d) 


e) 


g) 


h) 


~ Anytime if reasonably sure she is not pregnant, with additional protection of next 7 days 


if Amenorrhoeic 


~ Anytime if reasonably certain she is not pregnant with additional protection for next 7 days 


Post- partum and Breast Feeding 
~ Between6weeks and6months any time (if fully breast feeding) 


~  If>6weeks and menstruating or menstruating for women, similar to menstruating women 


Post partum and not breastfeeding 
~ <2ldayspostpartum:any time 


~ >2l1 days post partumand amenorrhoeic: any time if reasonably certain she is not pregnant, 
additional protection for 7 days 


~  Ifmenstruating as other menstruating women. 
Post abortion immediately 


Switching from another hormonal method 


~ First injection immediately, if using hormonal method consistently and correctly, or reasonably 
certain that she is not pregnant. There is no need to wait for her next menstrual method. 


~  Ifher previous method was another injectable, she should have the prgestogen-only injection when 
the repeat injection would have been given. No additional contraceptive protection is needed. 


Switching from anon-hormonal method (other than the IUD) 


~ First injection immediately; if reasonably certain of not pregnant. No need to wait for the next 
menstrual period. 


~  Ifishas been more than 7 days since menstrual bleeding started, she will need to abstain from sex or 
use additional contraceptive protection for the next 7 days. 


Switching from an IUD (including hormonal) 


~ First injection within 7 days after the start of menstrual bleeding. No additional contraceptive 
protection is needed. The |UD can be removedatthattime. 


~ Canalsobe given atany other time, if reasonably certain of not pregnant. 


Oo If she has been sexually active in this menstrual cycle, and it has been more than 7 days since 


menstrual bleeding started, it is recommended that the IUD be removed at the time of the next 
menstrual period. 


O Ifshe has not been sexually active in this menstrual cycle and it has been more than 7 days since 
menstrual bleeding started, she will need to abstain from sex or use additional contraceptive 
protection for the next 7 days. If that additional protection is to be provided by the IUD she is 
using, itis recommended that this IUD be removed atthe time of her next menstrual period. 


~ If amenorrhoeic or has irregular bleeding, the injection to be given as for other amenorrhoeic 
women. (exclude abortion or pregnancy) 


Providing POI (DIMPA/NET-EN) 


A woman who chooses POI benefits from good counselin 


g. A friendly empathetic provider who listens to a woman's 
concerns, answers her questions and 


gives clear, practical information about side effects, especially probable 


eng change including amenorrhea (no bleeding at all), will help the woman use DMPA with success and 
Satisfaction. 


Subsequent Injections 
8 3months +/-2weeks for DMPA and 2months +/ - for NET-EN. 


a If more than 2 weeks late her next injection, she should use condoms or spermicidal or else avoid sex until 
the next injection. 


Note : Clients should come back no matter how late she is. The provider can ask questions & check 
whether she is pregnant. She still may be able to get her injection. 


Instructions for Follow Up 


1. Follow up date every 3 months +/-2wks for DMPA and every 2 months +/ - for NET-EN clients. 

2. Ask ifthe client has any questions or anything to discuss. 

3. Ask the client about her experience with the method, whether she is satisfied, and whether she 
has any problems. Give her any information or help that she needs and invite her to return any 


time she has questions or concerns. If she has problems that cannot be resolved, help her choose 
another method. 


4. Ask about her bleeding patterns and body weight gain if any 
S. Askif she has developed any health problems since her last visit, like 
e bothersome extremely heavy bleeding (twice as long or twice as muchas usual for her) 
e heartdisease duetoblockedarteries, stroke, blood clots (except superficial clots), 
@ breastcancer, 
e severehighblood pressure, 
e activeliverdisease, 
@ badheadaches 
e® severe paininlegs, 
help her choose another method without hormones. 


6. Check her Pulse, Blood Pressure and Body Weight. 


Note: If the client reports any of the common side effects of Injectable - do not dismiss the woman's 
concerns or take them lightly. Reassure her that such side effects are not usually dangerous or sign of 
danger. If the woman is not satisfied after treatment and Counseling, help her choose another method if 


she wishes. 


Procedure of Injection 


Equipmentand supplies needed: - 
a One dose of DMPA (150mg,) / NET-EN (200mg) 
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a Anantiseptic and cotton wool, 
a A2or5 ml syringe and a 21- to 23 gauges intramuscularly needle. Syringe and needle should be sterile, or 
disposable one. 


Steps - 
: 1. |Washhands or else wash hands and wear clean gloves. 

2.  Cleaninjection site wipe with antiseptic. Use acircular motion from the injection site outward. 

3. Shakevial gently, wipe top of vial and stopper with antiseptic and fill syringe with proper dose. 

4 —_ Insert sterile needle at 90° angle deep into the upper arm (deltoid muscle) or into buttocks (gluteal 
muscle. upper outer portion). For DMPA the upper arm is more convenient. Inject the contents of the 
syringe. 

5. Donot massage the injection site. Tell client not to massage or rub the site. Explain that this could 
cause DMPA to be absorbed too fast. 

6. Donotusehotfomentation atthe site. 


Proper handling of needles and syringes 


Important: Use DISPOSABLE syringe and needles if available. They do not transmit infections if disposed off 
properly. 
(a) Disposable Needles and Syringes: 


e Place used disposable syringe and needles in a puncture - proof container, or cut the needle, 
crush the syringe then putina puncture container. 


e Burnorburythe container when three quarters full. 


e Do not put disposable needles in the trash (even if decontaminated). Do not recap them before 
disposal. Donot bend or break needles before disposal. 


e Do not reuse disposable syringes and needles. They are meant to be destroyed after one use. 
Because of their shape, they are very difficult to disinfect. Therefore, they might transmit 
diseases suchas HIV/AIDS. 


e Used cotton balls need to be burnt everyday. 


(b) Reusable Needles and Syringes: 


e If disposable syringes are not available, use reusable needles and syringes that have been 
properly sterilized or high-level disinfected if sterilizationis not possible. 


e Theseneedles and syringes mustbe sterilized or high-level disinfected again after each use. 
Guidelines for Management of Menstrual problems: 


1) Amenorrhoea 
* Amenorrhoea does not require any medical treatment. Counseling is sufficient. 


e If she still finds amenorrhoea unacceptable, discontinue the injectable . Help her choose another 
method, and give Iron and Folic Acid for client Satisfaction. 


2) — Spotting or light bleeding 


* Spotting or light bleeding is common during POI use, particularly in the first injection cycle and is not 
harmful. | 


In women with persistent spotting or bleeding, or women with bleeding after a period of 
amenorrhoea, exclude §ynaecologic problems when clinically warranted. If a gynaecologic problem 
is identified, treat the condition or refer for care tothe specialist. 


If no gynaecologic problems are found, and she finds the bleeding unacceptable, discontinue the 
injectable. Help her choose another method and treat the problem, 


If STI or pelvic inflammatory disease (PID) is diagnosed, she can continue her injections while 
receiving treatment, and be counselledoncondom use, and partner treatment 


3) Heavy or prolonged bleeding (more than8 days or twice as muchas her usual menstrual period) 


Explain thatheavy or prolonged bleeding is common inthe first injection cycle. 


Ifheavy or prolonged bleeding persists, exclude gynaecologic problems when clinically warranted. If 
a gynaecologic problem is identified, treat the condition or refer for care to the specialist 


If the bleeding becomes a threat to the health of the woman, or it is not acceptable to her, discontinue 
the injectable. Help her choose another method. 


To prevent anaemia, provide an iron supplementand/or encourage foods containing iron. 
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STATUS OF 
INJECTABLES 


STATUS OF DMPA & NET-EN 


In mid 80s, the task of preparing communication materials on DMPA for clients and providers for 
its introduction in the country was initiated. This, however, was held in abeyance as the FDA in 
the USA, did not approve the drug. This approval was important as India allows only those drugs 
which have beenapproved in its country of origin. 


In 1992, based on additional data, DMPA was approved by the US FDA. 


Upjohn approached the Drug regulatory authorities and in June 1993, DMPA was allowed 
commercially 


In 1995-96, ICMR, initiated work on a preparatory study for introduction in the public sector. Women's 
groups however objected and said that the drug had been approved based on data from other 
countries. and that no clinical trials on Indian women had been conducted. ICMR confirmed that in 
view of FDA approval and WHO and other studies on safety and efficacy, no further clinical trials were 
required for DMPA. instead, itrecommended that “Post Marketing Surveillance” betaken up. 


PMS was initiated during 94-97 in 10 independent well reputed private centers, across the country 
over a period of 4 years on 1079 Indian women. The result of this report indicated that Depo Provera 
150mg is safe and effective contraceptive, and that sufficient counseling on the expected hormonal 
effects will greatly increase the acceptability of this method of sos This was in 
conformity with what was observed in other countries. The women groups, however, allege that this 
was a biased study under the drug company. 


The Drug Action Forum filed a case( Case 698 of 1993) against hazardous drugs, which also 
included DMPA. The case was disposed off on 23” February, 2001 with the stipulation that Drug 
Technical Advisory Board (DTAB) and Expert Committee continue to meet as laid down and the 

respondents to be bound by its decision. Petitioners or any other body may send suggestions/ 

representations to DTAB for consideration. 


The interim recommendations of DTAB were: “DMPA should not be allowed to mass use in National 
Family Planning Programme and its use should be restricted to women who would be aware of all 
the implications of use” (Quoted from MoHFW affidavit August 2000 pertaining to NET-EN: Case of 
680 of 1986) 


7 The Managing Committee of FOGSI in September 2003 issued a Consensus Statement on use of Injectables 
and have written to Gol for its inclusion in the National Family Welfare Programme. 

* Currently, ICMR is conducting research trials on another product- monthly injectables — Cyclofem. This was 
expected to be completed in November 2004 and data presented soon thereafter. 


INJECTABLE CONTRACEPTIVES IN INDIA 


NET-EN 


In mid 1982-83, it was recommended that pre-introduction trials be taken up with NETEN. 
However, the women's groups moved the Supreme Court. 


NET-EN had been approved earlier in its country of origin Germany and therefore its was made 
commercially available in indiain April, 1986. 


Shree Shakti Sanghatana, Saheli and others pleaded for a stay on Phase-IV clinical trials of NET-EN 
and its entry into the programme,( Case 680 of 1986) 


The Court mixed up NETEN and DMPA- a common term injectables was used. The difference was 
clarified by DC (RSS). 


The Supreme Court disposed off the writ petition of Shree Shakti and others versus Union of 
India regarding NET-EN on August 24, 2000, after Deputy Commissioner (RSS) filed an affidavit. To 
quote: “NET-EN was under examination for clinical trials with ICMR and a Technical report had 
already been filed before the court after finalizing their trials. Thereafter, the Department of Family 
Welfare have also filed an affidavit indicating that Ministry of Health and Family Welfare is 
proposing to introduce NET-EN as a new contraceptive in National Family Welfare Programme in 
such places only where adequate facilities for follow up and counseling are available” 


Following this, MOHFW wanted to do a feasibility study in 12 public sector centers. Women's 
groups insisted that instead a proper study should be done 


The study was then given to the National Institute of Research and Reproduction ( an ICMR 
institution) . The study was started in 9 centers in 2002, after all ethical clearances were received. 
The study has been extended upto 2007. 


a Women's groups opposing injectables approached the Honourable Minister on October 26,2004 which 
was followed by a Press Conference on 29" October, 2004 
* Parivar Seva organized a national Workshop on expanding contraceptives choices, with special reference to 


Injectables, 27-29" October 2004. Participants also included WHO - Geneva official and officials from 


neighbouring countries. | 
The Forum for Expanding Choices of Contraception (which emerged from the Parivar Seva meeting 


above) also held a Press Meet on 29" October,2004. 


A Post ScrRIPT 


A Post Scrip t 


The health professionals, health experts and service delivery organizations attending the Workshop on" Expanding 
Choices of Contraception: Injectables — Learning from Experiences", recognized that greater and sustained efforts 
were needed to increase choice and strengthen availability of contraceptives in the country. Also, an enabling 
environment was necessary for which ongoing advocacy efforts assumed great significance. Accordingly, amongst 
others, the representatives of the Federation of Obstetrics and Gynaecologists Society of India (FOGSI), National 
Integrated Medical Association, Parivar Seva Sanstha, Family Planning Association of India, DKT- India, PSI- India, 
Janani and Pathfinder came together to forma Forum for Expanding Choices of Contraception. 


On 29th October, 2004, the Forum held its first 
Press Conference to brief the Media regarding 
Injectable Contraceptives and urged the Indian 
Government to strengthen the availability of 
injectable contraceptives so that a larger 
number of women too can benefit from a safe, 
simple and effective method that is currently 
used by over 1.4crore women in the world.. The 
Forum informed that the safety of DMPA has 
been extensively studied. Research has shown | 
that it is safe for women of reproductive age. In 
case of lactating women, it is safe after 6 weeks 
of delivery. It is as safe as oral contraceptive 
pills (which have been available in India since decades) with regard to cancer risk and safer with regard to the risk of 


cardiovascular diseases. 


The Press Release, Fact Sheet and Question & Answers given to the Press at the time of the Press Conference are 
annexed to this Report. 
The Press Conference was well attended by the correspondents of national and regional media. This resulted in 


reasonably balanced view in the media, particularly as women’s groups opposing the injectables had held a Press 
Conference, earlier inthe day. Their Press Release is also annexed to the Report. 


The Forum (renamed: Advocating Reproductive Choices - ARC) is continuing with its work- many more agencies have 
joined the movement since October 2004. The secretariat continues to be in Parivar Seva. Besides DMPA and NET-EN 
injecatables, two other contraceptives receiving attention of ARC include: non scalpel vasectomy and emergency 


contraceptives. 
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Annexure IT 


Ms. Ena Sing /--* - Dr Siddhi has very 
clearly laid out what the research has shown. He 
has been extremely cautious by not offering 
opinions and has kind of left it up to audience to 
make their own conclusions — basically, saveda 
lot of time by capturing what the researches 
have shown. | think it would be really helpful, if 
you feel comfortable, that in the next couple of 
days, as Sudha informed, talk about the letter | 
that has been circulated which raises some of L 
the concerns that groups have, which are not _ 
only about the perception of injectable or about 
quality & program issues but are very clearly 
also about safety and the science. If there is any 
thing that you can share with those of us who are present on those perspectives, | think it will help to deepen the 
discussions. 


Dr. Abdul Waheed Khan, Bangladesh | would like tocommenton the last presentation: 


= itwas mentioned that based on the Bangladesh experiences, 90% switch over to injectables because of the side 
effects with other methods. | would rather put another word- - itis not only side effect issue, another issue is risk - 
risk involved in the use of other methods, For example, in the first presentation, it was mentioned that the failure 


rate is very high in condoms, so it has a kind of risk associated with its use- its not only the side effect. Thatis one 
comment. 


* another thing, | would like to say basically lam neither a doctor nora public health specialist. |am an economist 
and development planner. | would like to raise one particular point which may be an issue for consideration 
during the next two days of deliberation. | am not sure whether we have tried this issue of identifying the co- 
relation between the nutrition of the reproductive women and the use of various contraceptives, particularly 

injectable, because we are raising the issue of side effects and the other concerns that we are talking about. | 

Bangladesh, we have anational nutrition program, as of today we have only been able to expand or to cover nearly 

25% of total country's needs. Here also, we have not made any study, because through that progromme we provide 


the nutritional requirement,both macro& micro-nutrient,particularly to pregnant and lactating women. But we 


have not yet made any study whether there is any co-relation between nutritional status and use of 
contraceptives. But my own hunch is that this kind of study is needed and should be taken by those countries, 
particularly in those developing countries where the rate of 


population growth is still very high and where we are 
pursuing to bring down the rate of fertility. 


Ur Kumud Nagral: Recently, | heard aboutone more concern, thatis, flaring up of cervical infection and they say that 


those on injectables are more likely to have HIV and other STIs increased. Any commenton that? 


Dr. Hirve's Response: There is one such study, which has shown risk for HIV. This study has come from Mumbasa, 
Kenya. Again, it is just one study and how relevant it is. They have given a couple of hypothesis behind it, trying to 
explain it by saying that there is an endometrial atrophy due to shredding of vaginal epithelium and increased 


inflammation following prolonged use of DMPA. Therefore, male to female transmission of HIV infection in such cases 
canincrease. Yes, there is one study, which says that. 
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amet, 


From: sathya mala samy <c_sathyamala@rediffmail.com> 
To: sudha tewari <sudha_tewari@mantraonline.com> 

Ce: <samasaro@vsnl.net>; <saheliwomen@hotmail.com> 
Sent: Thursday, October 21, 2004 5:17 PM 

Attach: ATT00041.txt 

Subject: Re: Injectable Workshop 


Dear Dr Sudha Tewari, 


a 
. 
Thank you for your letter of 30 September, inviting me to the workshop on “Expanding Choices of | 
Contraception: Injectables - Learning from Experiences”. The initiative taken by Parivar Seva 
Sanstha to be informed of the concerns of women’s group in India is to be welcomed. However, | 
when | agreed (verbally, when you spoke to me on the telephone) to make a presentation at the 
workshop, I did not have the background paper prepared by Parivar Seva. Going through the paper 
which I received last week, I am rather taken aback to learn that for all practical purposes a 
decision has been made by the organizers of the workshop to recommend that injectable 
contraceptives be included in the National Family Planning Programme. As far as I am concerned, 
my stand as an epidemiologist is that Depo-Provera is hazardous to the health of the women and 
her progeny. The contraceptive is not suitable for nulliparous women, adolescents, breast-feeding 
women, women who have completed their family, and women in the reproductive age group. In 
short, there does not seem to be a single group of women for whom Depo-Provera can be safely 
recommended as a contraceptive method of choice. This holds good for the other injectable 
contraceptive Net-En also. 

My analysis of Depo-Provera based on extensive in-depth review of medical literature, published 
as a monograph entitled “An Epidemiological Review of the Injectable Contraceptive Depo- 
Provera” (Publishers: Medico friend Circle & Forum for Women’s health, 2000 & 2001), is 
available with you. Circulating my book (more copies can be supplied if required) or sections of it, 
particularly chapter 13 (Discussion), would be sufficient to represent my views in the workshop. 


Since the aim of the workshop is to develop a road map for introducing injectables on a wider scale 
in India, I do not see any role for myself in this gathering. 


with regards, 
Sincerely, 
Sathyamala 


Dr C Sathyamala, 
Visiting professor, 
Centre of Social Medicine and Community health, 
Jawaharlal Nehru University, 

New Delhi. 

Date: 21.10.2004 
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From: saheli women <saheliwomen@hotmail.com> 

To: <sudha_tewari@mantraonline.com> 

Sent: Monday, October 25, 2004 7:01 AM 

Subject: RE: INVITATION TO ATTEND THE WORKSHOP 


Dear Sudha, 


Apologies for the delay in getting back to you. I think you have also been trying to phone, but I 
have been in meetings almost every day and unable to get back to you. 


From your last mail, it appears that you misunderstood my query about the slot for presenting 
women’s concerns as an assent to attending the meeting. 


However, I will not be attending for the following reasons: 


1. Our position on injectables is very clear. There is enough scientific evidence to show 
that these are hazardous for women under any circumstances. The risks far outweigh the 
benefits of convenience of administration and use. 


2. The public health system is particularly ill-equipped to administer injectables, and 
NGOs and private practitioners are currently out of the ambit of practically all 
mechanisms of accountability. This scenario is not conducive to entry of injectables. 


3. We do not believe that women’s “choices” are enhanced by adding yet another 
hazardous contraceptive to the “basket”. User satisfaction of a hazardous drug has to be 
viewed from a different lens. 


Reading the background paper and agenda for the meeting, it is clear that there is no genuine 
openness for a dialogue, but a pre-judgement that injectables would positively enhance women’s 
“basket of choices”. The list of “women’s concerns” provided by you makes this amply clear. 


We therefore choose to abstain from this meeting, rather than legitimize any “dialogue” that this 
meeting purports to provide. 


We will be detailing our objections to the introduction of injectables, and presenting the 
memorandum to the relevant authorities. We will be sending you a copy as well. 


Regards, 
Laxmi 
(For Saheli) 


Saheli Women's Resource Centre: 

Above Shop Nox. 105-108 

Under Defence Colony Flyover Market (South Side) 
New Delhw 110 024 

Phone: +91 (011) 2461 6485 

E-mail: saheliwomen@hotmail.cow 
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From: Sama_womenshealth <sama_womenshealth@vsnl.net> 


To: <sudha_tewari@mantraonline.com> 
Sent: Tuesday, October 26, 2004 9:20 AM 
Subject: workshop on injectibles 

Dear Dr Sudha Tewari, 


Thank you for inviting me to the workshop on "Expanding Choices of 
Contraception: Injectables - Learning from Experiences’. Initially, I had 
agreed to present our understanding on the ill-effects of injectable 
contraceptives. However, at that time I had not seen the concept note 
prepared by Parivar Seva Sangstha. When I went through the concept note, I 
found that the objective of the seminar is very clear in focus and fairly 
pre-decided - to use the very words from the note, *to develop a roadmap for 
introducing newer methods of contraception, such as injectables, on a wider 
scale in India.” 


I am sure you are very much aware about my personal position on injectables, 
which, with my decades of association with the women's movement, has been 
reiterated consistently that under no circumstance do we agree that 

injectable contraceptives be included either in the National Family Planning 
Programme or the market. 


Sama has done a study on Depo-Provera based on in-depth interviews with 
women who were administered DMPA in a Public Health establishment, that has 
been published as "Unveiled Reality - A study on women's experiences with 
Depo-Provera, an injectable contraceptive". This study speaks of the 

experience women had with Depo-Provera. The study only doubly underlines all 
the issues that the women's movement has been raising for years without 

anyone really listening. From the debilitating side-effects and the mockery 

of "informed consent" that we came across during the study, we have 

absolutely no illusions about the "choice" that injectables are capable of 
providing to women. 


Coming back to the workshop, from the title and aims of the workshop, its 
sponsors, the participants mentioned in the background note, and my position 
on the issue, the workshop, to my mind, leaves little scope for dialogue, 
which I had initially thought the workshop could provide. Hence, I feel it 

is only appropriate for me to abstain from attending the meeting. I hope you 
will understand and appreciate my position. Once again, thanks for inviting 
us personally and we do hope to keep in touch with you. 


With Regards, 
Sarojini 
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From: pssindia 


To: Cc sathyamala@rediffmail.com ; Sama_womenshealth@vsnI.net ; 
saheliwomen@hotmail.com 
Sent: Tuesday, October 26, 2004 4:36 PM 


Dear Sathya Mala, Laxmi & Sarojini 


Thank you very much for responding to our invitation to participate in the 
National Workshop on “Expanding Choices of Contraception: Injectables — 
Learning from Experiences” being held at Manesar, Gurgaon from 27” to 29" 
October 2004. 


It is unfortunate that you/ your representative would not be present in person to 
engage on the issues. We do believe that the concerns you raised are important 
and need thorough discussions in the spirit of transparency and dialogue. 


Hence, we shall make available your letter sent to us, to all the participants so that 
all of us are informed of your views on the subject. We would also be discussing 
your concerns in detail during the workshop. 


We shall share with you the outcome of the deliberations and do hope you will 


continue to engage with us in the future. 


However, your participation in the workshop, which you may please reconsider, 
would go a long way to protect the maternal health of our women. 


With warm regards, 


Sudha Tewari 


a 


a 
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From: sathya mala samy <c_sathyamala@rediffmail.com> 


To: pssindia <pssindia@nda.vsnl.net.in> 

CC: <sama_womenshealth@vsnl.net>; <saheliwomen@hotmail.com>; 
<mfriendcircle@yahoogroups.com> 

Sent: Wednesday, October 27, 2004 1:43 PM 

Attach: ATT00042.txt 

Subject: Re: 

Dear Dr Sudha Tewari, 


Thank you for your mail and for the offer to circulate my response to the workshop 
participants. However, as suggested in my mail to you, it might be more 

informative to the participants if a copy of the Depo-Provera Monograph or 
photocopy of Chapter 13 from the monograph is circulated alongside. Some of our 
like-minded friends will be attending your workshop and would represent our views 
on the injectables. For my part, I would be happy to participate in an in-house 
discussion, if at a later date you would want to understand the technical issues 
involved in our dissent to the injectables. 


Please do send me a copy of the proceedings of the workshop, 
with regards, 


sathyamala 

Dr C Sathyamala, 

Visiting professor, 

Centre of Social Medicine and Community Health, 
Jawaharlal Nehru University, 

New Delhi 
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Annexure IV 


AFTER ICMR PRESENTATION 
Dr. Si it Not audible. 


Dr. | 's | Dr. Mittal's question on the failure rate of DMPA. The study that | showed you where DMPA 
was used as 150mg _ was a small study on 87 women where DMPA was used as a3 monthly injection. There were no 
failures till 6 months of use and they were observed for 423 women months of use. In these other smaller studies, the 
sample size was very small and with such small sample size one cannot really commenton the number of failures. 


in A very basic question. World over DMPA is actually the preferred method in public health 
Saher thank Net-EN. While in 1970s you discontinued clinical trials on DMPA, any reason why it was not taken up once it 
was introduced in its country of origin? 


Like | indicated earlier, the Council has a norm that it will not test any drug if it is not 
marketed in the country of its origin. DMPA in the 70's was not marketed in the USA, neither FDA approval was there; 
whereas NET was marketed in the European countries - it was a Schering product. So we did start trials with NET-EN 
only. Later on in 1992, when the FDA permission was there for DMPA, | think it was in 1995-1996 that ICMR held an 
expert committee meeting and it was decided that since DMPA is being used for the last 30 years and all those reports 
on cancer on Beagle dogs and others have been removed, there is no need to re-invent the wheel and again doa study. 
So it was suggested that DMPA should go into a Post Marketing Surveillance. The Ministry, Drug Controller General of 
India and the company concerned, were asked to carry out a Post Marketing Surveillance study. The Ministry has the 
report of the Post Marketing Surveillance that was carried out. In 1994 it has been marketed and ICMR does not see the 
need to carry out research studies again on a marketed product. Now its for the company and the Ministry, depending 
on what's the demand for the product and whether it needs to be put in the programme. 


Dr. hh y@e- Thank you very much for your excellent presentation and especially with your experiences of this 
two monthly injectable (NET-EN). My simple question is, have you got any plan in the near future to do some more 
studies with DMPA? 


Ur. iV cas ne With DMPA- No, because its already a marketed product. But with Cyclofem, we are going 
to complete the study in the next few months. We are planning to take it up to the District Hospitals and look into the 
logistics issue. Because if we want to give an array of contraceptives to the women to choose from, this could be one of 
the methods, and if we find its acceptable to the women, because what you get in the clinical trial may not be what you 
will find in the district hospital. Moreover, even if one cycle is protected you have prevented a lotof pregnancies soitis 
not that you have to go by the continuation rates and all these things. So we are planning a pre-programme 
introduction study of Cyclofem in the district hospitals, based on our study on Cyclofem. 


: You have done a study of MPA with 15mg and Net-EN with 20 mg. Now, this is not the dose to be 
ae We know that MPA should be 25 mg and NET EN should be 50 mg. Why did you carry out this study? 


That was done in the 70's.- there was no dose. So that was another reason why this study 
was terminated. Because experts felt that to pick up a drug -15 mg dose was being tried out else where also and that is 
why ICMR also did it, but since a dose finding study was not carried out, this dose was felt to be better than others, but 
they felt that we cannot arbitrarily pick up a dose and do a study. Similarly, Net-EN as 20 mg is also not talked about 
these days. Those days the concept of finding optimal dose was not there and later on when it came up, it was not 


continued any more. 


From our experiences, what we have seen in the community, those women who are new acceptors 
suffer more from spotting, and those who are old acceptors suffer more from amenorrhoea, so could you put some 


lightin this respect? 


labika What do you mean by old acceptors - is it duration of use or older women? Okay- women 
who have taken repeated doses. It is said that with the period of use, the amenorrhoeic pattern increases in DMPA. At 
two years you will find more women having amenorrhoea than at one year. You are talking about DMPA, this is what 
the studies have indicated. | would not be able to tell you from ICMRs experiences but studies have shown that with 
the duration of use, more number of women who are amenorrhoeic towards two years of use. 


Kokila Vai | would like to congratulate you for an excellent presentation. During my studies in the 1970s, we 
have found that those women who discontinued after few months, return of fertility was of course after 6-9 months: 
but then those who conceived and gave birth, most of them had male babies. Then these women were so happy to 
have the male child do youhave any such experiences? 


“99 That was Nepal's experience. It made women very happy and made them have injectable contraception. 
Another one is putting on weight and they feel sohappy because they puton weight and they look so beautiful. 


Another point is that during our studies we kept injectable contraceptive within Kathmandu valley, but then demand 
was so great that we could not keep it in Kathmandu valley. We had to really scale up from 6 to 12 to 25 to 65 districts. Do 
you have any such experience in your studies? 


J) a)ao) he's Hesponse: Actually there are some stray reports of this kind that more male babies are born. So, we 
did analyze that data, regarding the gender but we did not find any differences between male and female babies in our 
return of fertility. Similarly, with Norplant trials we have carried outa study on return of fertility but we did not find 
any such results. The second issue of increase in body weight, there are not many women who discontinue due to 
increase in weight. Although you find about 22% had increased more than 5 kg increase in body weight by the end of 
two years. But the actual of women who discontinued due to this reason were only 5 women of the total. 


Uf Sandeep Goryeo Thank you for your nice presentation. In your presentation you showed relationship between 
body weight and failure rate — in body weight less than 40 kg, failure rate is high. Do you have any reasons behind it ? 


And do you any customer perception whilst using NET-EN ? And do you have any evidence on syringe and needles 
disposal? 


J) ones Sesponse When wedid this injectable trial we were given preloaded Net-En Injections so in that trial 
we did not have any problems. Whereas in the monthly injection we use syringes and needles but we follow the 
regular practice in the hospital of disposal of syringe and needles, so that was nota problem 


For the body weight the reasons they suggest is different metabolism. These are depot preparations for DMPA. These 


q . 


yee’ sda nnn tis body weigh men do not have enough of storage and may be that is one of the reasons. 
n case of Norplant, you have heavier weight women having higher failure rate whereas in Net-en we found 


that women with lower body weight had higher failure rate. There are studies reported elsewhere also which shows 
that women with lower body weight have increased failure. 


But the actual reasons | cannot really pin point, except 
that of storage of the drug. y pinp p 


AFTER PRESENTATION ON WOMEN'S GROUP'S CONCERNS 


Dr. Mukherjee has captured some of the concerns that have been raised by the women's groups. 
'm representing those who have been concerned about rational drug use and rational health care, especially in the 
context of women's health and gender concerns- being specially concerned about the gender discrimination when it 
comes to even availability of essential and life saving medicines for women. Because when we are talking about 
increasing choices of contraception, this is one of our concerns, why is the similar concern not expressed for essential 
and life saving drugs for women? So, you find double standards in some. When Sudhais dealing with this, her area of 
work is basically RCH. When I'm expressing this, I'm saying much more, what one would expect from the Government 


of India and the national policy? So rational drug use in Reproductive Child Health, again and again we have brought 
this up. 


In a little bit of flash back, in 1982 on 
International Women's Day, a campaign was 
launched where consumer groups, health 
groups and women's group - they are not a 
club. And if you see Dr. Satyamala, she has done 
her MPH from London School of Hygiene and 
Tropical Medicine, she has been my colleague 
in VHAI & also a fellow student in CMC, 
Ludhiana. She worked in Bhopal and today ™== 
some of the Bhopal victims are getting some — 
compensation, which again has not been a part 
of the reality of many of the people working on 
health. | think its not just hysterical outburst or anything which sometime one gets. There have been very deep 
concerns. In 1982 on International Women's Day a campaign was launched and it was against high dose estrogen 
progesterone combination and because it was being sold by a company which was not selling it in its own country- 
number one. Number two - the teratogenic effect of the drug was not told to the doctor, forget about the patients. After 
eight years of public interest litigation, the drug had to go. |am extremely sorry to say that the so-called experts from 
FOGSI stood along with the drug company to say that the drugis safe. And ifthe drug was banned ultimately, there was 
enough evidence to say that it was not safe and also there were safer alternative for urine testing etc. 


Now, when it comes to injectable contraception, with that background, it was in 1982-85 some of those trials were 
done, there was no informed consent. Now the question is, when something is controversial, one has to make much 
more effort and ensure informed consent and do itas ethically as possible. Take women's concerns in mind — that was 
another thing, which agitated people very much. If you recall, it was also the time that when a whole lot of changes 
were taking place, and the phase 3 trial, of course, did not take place and the reason Dr. Malabika has already 
mentioned. So when Depo-Provera came, the package insert inside was different here than they are in US. There was 
double standard in package insert. Who raised objection to that? It was only the women's groups- it was not the 
it was not the people who know everything about it, not the pharmacologist, but it was only the 


academic body, | 
why the package insert for the same drug, in the US and here should be different? 


women's group. | cannot imagine 
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Just because we are brown ? So, this whole question of un-biased drug information is a very central thing 
and unfortunately it is not just only for this drug, but drug after drug after drug. The reasons, we needed to bring 


this book out. 


When the drugs are promoted, they are promoted under brand names but when they are banned, they are banned 
under generic names. So, de-mystification is essential and even like what are the different drugs of different 
combinations in the market? | am giving this background; because it is with this background the question of injectable 
contraceptive is basically being discussed. So, the un-biased drug information is not available to the people. The 
names of the medicines are written in English, which poor people cannot read. 


It is the times when the question of two-child norm is coming back in many places, the incentives and dis-incentives in 
several state is the reality. So it is in this context, we must look at injectables. Several studies have shown very very 
clearly that there is a problem — problem of sterilization and problem with the health rights of the consumers — their 


right to health care and their right to safety. 


This question of teratogenic effect of drug, | would put it at fairly high because the detailed studies or even the post 
marketing surveillance, that was done only for five cycles and these were under the trial conditions. The question of 
five cycles, when abortion pill has come in the market, what is the post-marketing surveillance of abortion pills? | have 
bought myself these pills from 10 places over the counter without prescriptions. This is our reality. Itis supposed to be 
used before seven weeks but people are using upto 10-12 weeks - two, two times. This is our reality. Solamsorry,lam 
going out of the framework of research condition, because researchers and people who deal with contraception, look 
at only what can be done in a few institutions. But once it comes out in the open, this is unfortunate. So, we have been 
saying abortion pills has been brought into the market recently without proper information. After all this discussion 
and debate, could the information not be made available? When there is going to be a great mess and when people 
start telling itis messy thing and throw this out, why should this happen? 


So, | am saying that as Emergency Contraceptive is concerned, we feel, yes, it is something that people should know 
about. We have been including it on our training programmes. Itis relevant, but many of things which are required are 
not available. 


Now, Dr. Malabika mentioned that the complication to this as a follow up should be handled. The question | would like 
toraiseis: are the complications of pregnancy being handled? Is Iron Folic Acid and Tetanus toxoid- fully stop, in ante- 
natal care? So, the concern | am expressing is: there are no medicines available for the complications of pregnancy, 
like anti-hypertensives, antibiotics and many of those which we are basically telling again and again, So, if they are 
not going to be available for that. Also the facility for basic investigations at the peripheral level for testing sputum for 
AFB, malarial parasite, etc. are not existing. Similarly, would the investigation facilities for excluding hypertension, 
diabetes, hepatitis etc. be available for diagnosing the condition? 


Then the other thing that | would like to Say is regarding the whole question of osteoporosis. Studies have shown the 
health seeking behaviour of women — we know that nobody will take them, also they are eating last and least. Even the 
home made ORS are given to boys and when it comes to buying the ORS packet, the preference will be for the boys, 
hardly to the girls. So, there is discrimination. Therefore, when there is natural osteoporosis without even taking the 
drug. So, if fracture takes place, do we have the backup for orthopedic facilities? For menstrual bleeding disorders, 
with 5 to6 gms haemoglobin, do we have blood banks available to get a bottle of blood for emergency care? Will there 
be facility to handle other complications like mood changes, lethargy or other things, which are basically considered 


x 


Regarding the bleeding disorders, as Dr Mukher 
women feel it is the stagnant blood and so the 
increases haemoglobin but lamsurethere are 


jee said, particularly amenorrhea is culturally seen as a pathology, 
y feel mentally un-healthy. Although, some people say it is good as it 
other ways of increasing haemoglobin. 


The last thing | would like to say that there has beena people tribunal recently 

after ei nee they are still being pregnant; the anesthesia is given in the morning and they have been 

ae e a t e afternoon. sothe question is there are guidelines for Non Scalpel Vasectomy, there are guidelines for 
Sui elines for Laproscopic sterilisation, but unfortunately where they should be reaching down, they have not. 


where women have come and said that 


Lastly, before we Increase the choices, I will say that what we have, rationally, with sensitivity, provide the back up -as 
any complication associated with sterilization or |'UCD, women had to go to private facility and pay from their pocket, 
because the system that provides the contraception does not take care of complications. 


, You have provided very valuable inputs on the gender discourse. You have clearly highlighted that the 
issue of accountability still remains with us .lssues of improving infrastructure still remains with us — whether itis the 


injectable or any other issue. You have brought that out quite clearly that this is only one of anumber of areas of work 
that needs to be looked into. 


Increasing choices — fertility awareness is important - Number 1: even today only 0.2% people know that a 
woman ovulates only once in a month. Why should it not be a part of the information sharing 2? And number 2: if two 
child norm and some of those things come in a more coercive way, | think it will be very dangerous to bring it in the 
National Family Welfare Programme. 


| just like to add a few dimensions to the issues, which has been summarized very well by Dr. Mukherjee 
and some of the linked issues raised by Mira. | am not a medical doctor, so | will not go into bio-medical concerns, 
which others are better placed to respond to. My concern is that these bio medical concerns havea higher value added 
to it because of the kind of situation that we have in this country or in any other developing countries as well. As Mira 
said, we are not looking into injectable alone but a whole lot of drugs including the vaccine as well. | think it is the 
question of balancing between benefits over other things. As far as injectable and other reproductive health 
technologies and issues are concerned, here the concern gets even more highlighted because of the condition of the 
women in these countries. Also, because in an ocean os a 
of poverty and poor health status, this is big business. 
Therefore, it is all about politics of reproduction. This — 
is where is because of the politics ofreproductionand — 
the big business that comes out of it. We have seen a 
lot of itin abortion. And Mira talked about the abortion 
pillandits misuse. 


| would like to identify three areas of concerns. One is, 2 
which relates specifically to India and other = — sy » 
developing countries in regard to health status of : - 
women - the issues of wide spread anaemia which 
NFHS has shown, as anaemia is so common in the 


country and the drugs like this can be highly | 
hazardous. The continued prevalence of blood depleting diseases, namely Malaria, Tuberculosis and many other 


communicable diseases, which adds to this problem and concern andsoon. 


The second is our health care system. And | am not talking only about public health care system. We know that the 


Xili 


Ede a 


public health system is collapsing Primary Health Centers and even district hospitals are in pretty pitiable conditions 
and whether we can handle these kinds of issues that come along with the use of such drugs. But more importantly is 
the private sector. The way the private sectors operate, absolutely no self regulation, no ethics in medical practice and 
the quality of care. Who gives counselling and looks after the quality of care issues and things like that, and | think 


these are the broader concerns. 


The third is whole concern of medical ethics , there is absolute lack and absence of ethics in medical practice. So 
looking at all these , | would like that one needs to keep all this in mind when considering the introduction of new 


contraceptives/ drugintothe system. 


AFTER WHO PRESENTATION 


Ur Vera Sve. Dr Catherine, | would like to know, | did not see in all the things that you looked at any teratogenic 
effect. Because in a study mode everything is fairly perfect but the reality outside becomes little different. So, the 
question is that health status of women, status of the existing health systems and then looking at some of these things, 
how would it be ?, Then, may be, some of the figures may be slightly different. But, teratogenic effect of drug is 
something we would like to know. Because where tuberculosis is concerned, we know that patients are told that they 
should take their TB drugs regularly, but for them to take the second round, for various reasons default takes place. To 
presume that there would never be default everything will be perfect, | think is not correct. If women do get pregnant 


while taking injectables what could be the possibility? Because this is one of the fears being expressed. 


Ur Usha \rsone. I feel, thatno doubtthis avery interesting debate,. But we can see that if we want to rejecta girl who 
is proposed for marriage, we can say hundred things such as that horoscope does not match, colour is not good and 
even we can even say that she is not thinking correctly or her heart is not pure. No doubt that there can be problems, 
we are open to that. But it is for the woman and provider to decide who is the correct person for this method, how long 
can we give.? Should we avoid giving it to adolescents? Should we avoid giving it to women who want to plan their 
pregnancy soon after stopping ? And should we avoid giving it to certain patients? There is no method, just like she 
said, what can happen if there is pregnancy with : — 
it? What can happen with |UCD and pregnancy? It 
could lead to sepsis. What can happen with oral 
contraceptive in a smoker? There is more 
thromboembolic phenomenon. So, there is no 
contraceptive which will fulfill all our needs and 
therefore we are sensible providers and we have fy 
to make the women sensible acceptors. With this 
knowledge, this Conference can add a lot of == 


material, wealth of knowledge and method of #@ = s a: - 
selection. 
UF Shorhal Mukherjee Could youin your responses give us some information as to how DMPA compares with Oral 


Contraceptives, with respect to cardiovascular risks? 


Latherine'’s Response Allthese are very interesting points. In terms of DMPA use among women with pre-existing 
conditions - only few of these existing conditions have really been studied €.g. women who would experience 
diabetes in pregnancy have been studied and it has been shown that in this group of women DMPA does not induce 
the onset of diabetes. But there has not been studies looking particularly at women, having tuberculosis, for example. 


There has been data on other conditions e.g. schiztosomiasis, looking at liver metabolism, which has shown that 
DMPA is not detrimental to this woman who may suffer from this disease. 
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On the issue of teratogenicity, the problem is that 


| first there is extremely little data. Although some cases of 
malformation have been well documented, 


hatd Riek: gia it was not always known under which conditions DMPA was given and 
ee mewation whichineeds to be completely avoided. DMPA is an extremely effective drug which 


when taken correctly gives an extremely low pregnancy rate. So, | think we get back to many of the issues that you 


raised, which have to do with quality of care, with functioning of the health systems and a lot of issues that are vastly 
important but affect all family planning methods. 


On the selection of women who can use DMPA. In fact, as | mentioned, a lot of the conditions that | discussed are 


extremely rare conditions amongst women of reproductive age. So, taking a very good history and measuring the 
blood pressure would be the essentials thatneed to bedone before awoman canbe given DMPA. 


On the issue of adolescents, | think one should be cautious. The data on bone mineral density, | should say personally 


is of concern. | know that there are two studies that areon going and will be published next year, which will bring a lot 
more data on this issue. 


Finally, the comparison of cardiovascular risk between DMPA and OCP. Clearly DMPA does not induce the same 
elevated risk as OCP. For venous thromboembolism, as | showed, DMPA may multiply the risk by two, but as we know 
second generation OCs multiply it by three, third generation possibly by six or more. For acute myocardial imfarction, 
the DMPA has no impact on the risk of MI, whereas we know that OCs do. And for stroke, | showed you the data, it is 
about similar- DMPA and OCs. Again these conditions are very rare in women whoareless than 45 years old. 


Go; Both Ravi & Mira spoke about looking at conditions that prevail in the poorer environment and 
| thought the kind of perspective, we come from Bihar and our programming is in Bihar and Jharkhand and you can't 
get more low resource setting than these two states and the experience there | guess is directly relevant. | think there 
are two broad issues we are looking at here: 


Firstissue is that, as people who are involved in direct programming, certain reproductive rights which will have to be 
addressed. We havea huge unmet need for contraception — for family planning. Large segments of the population say 
that they need access to these products and services, so from a programming point of view, we have to look into is: 
whether the method which is being offered, is it safe? Does it have any long-term implications, especially long-term 
complications? And if there is a reasonable level of re-assurance that is available, we go ahead and take it forward. 
This has happened with OCP, IUDs and as Dr. Mukherjee pointed out with every method of family planning because 
inherently it is anti nature, you are looking at providing in a way. That, there will be side effects.What is the trade off ? 
And which trade off is better? | really don't think we should be looking at issues like what is the larger delivery things. 
Because the need is here and now. Like what Mira is saying ,there are issues like essential drugs that will have to be 
taken forward, but this is nota situation where you will look at essential drugs versus something else. It will have to be 
both and if this meeting at the end of it has to come to a conclusion that essential drugs should to be made available 
much more strongly and aggressively and easily to the poorer sections, but of course we support that. But, | don't think, 
that should be argument being used to undermine a method that seems to getting established as something very safe 
which seems to suggest that the fertility return is fairly rapid. Therefore, it's a choice that is available and | really don't 
understand why this debate is going in a direction which is not focusing on the method but is going into a larger 


environmental factors. 


From the service delivery point of view, in the poorer states- we should be among the ten poorest countries in the 
world, if it was an independent country, our immediate need is how do you address certain reproductive concerns 
that exists ? How do you address certain reproductive rights that will have to be maintained rather than trying to fix a 


system because that is applicable to everything that happens in this country? Why are we saying that only injectable 


contraceptive should not be available, when every single thing that has to available through the public sector or 
private sector is directly concerned with the issues that are being raised ? So | think, | would request the Chair to — 
defining the issues related to the injectables and their delivery and what all mechanisms if, at least tome, from janani's 
point of view, is something better, that seems to be safe. The only reason why we are not being able to take it forward, is 
the cost, which is killing and these are issues which are directly relevant and must be addressed instead of looking at 
larger issues over which we have no control. | am not saying those issues should not be addressed. This meeting is 
about injectables and what the relevance of it and lets focus our discussions on that. 


Dr Complications about this method. If you say abortion pill will be in the market, but those who use it, it 
is their business ifthey die. |amsorry for the population control — the trade off cannot be the women. 


We are nottalking about population control — its ifthe woman wants to have. 


J) (004 Va.cye. It's evidence based. Its not what she is individually saying. But based on scientific evidence, she 
has clearly mentioned that DMPA is safe and effective so for that matter | think we have to really consider this option as 
a Family Planning Contraceptive mix because lots of other countries have already done so. Many studies clearly 
indicate that in our country's context, it is really good, suitable, highly effective, highly safe and women and user 
friendly; and also method friendly. Then why are we trying to ban women's right to choose the methods?. Because 
there are many family planning method mix- condom, oral pills, |UCD, injectable contraceptive. But pills have estrogen 
and cannot be tolerated by many women and cannot be given to lactating women. That everybody knows. However, 
progesterone is the only contraception, which can be used by the lactating, breast-feeding women, and also those who 
cannot tolerate estrogen, this contraception can be given to them. That is why | think scientific evidence based study 
and also our country studies clearly indicate that this is one of the best FP option in the country and specially for my 
country, | am talking about Nepal, where the maternal mortality is so high. Of course, in India also and same in 
Bangladesh. Because our maternal mortality and the morbidity is so high, the women are dying- because they are 
having so many children, because of unwanted pregnancy and unsafe abortion. So if we compare to that, this is very 
very safe. This has tobe considered. 


Ur Sunita Vettel | endorse what Kokila has just said. Maternal deaths due to unwanted pregnancies makes it 
imperative to introduce safe DMPA. For fertility control, there must be choices, we must try to provide options. There 
are problems in all the methods. Fertility returns are not perfect for all the methods. If |UD is good, do we have the 
manpower to insert the IUDs? We already have hormonal pills and regarding giving of the injections, it can be given 
the same way as TT injections for the pregnant women - since the programme already has this. It is important to train 
the providers and also tell the women what to expect. Its important to look at the issues in a holistic way and include it 


in the basket of contraceptives available. And balance this against what happens, if we do not use a contraceptive 
method. 


Uy Al<a Kiplens \justwanttomake one comment, since | very strongly feel that this is a very good method and must 
be available. When we talk of safety, thatis what has happened to HRT story. Why we say itis 100% safe, and we arenot 
willing to accept any side effect? ‘Everything which is effective has to have some side effect. May be they are life Saving 
drug or may be any other drug. So, we have to see what mortality is going on if we are not using contraception ? What 


are the side effects ?, And what is morbidity and mortality when we are using? Then, there won't be any confusion in 
our minds- that clear benefits is with DMPA or things like that. 


Ur Mandalont Pariher Actually its something that Dr. Mittal.and Dr .Kriplani have just mentioned. You mention that 
you have had such a lot of experience with WHO. If there could be a set format of the eligibility criteria, which we in our 
country can give itin local languages so that every person is Properly and adequately comes in and the history is taken 

I think, a lot of problems that everybody seems to be facing, by not taking adequate history or inappropriate use of 


Z . 


Injectables would be taken care of. And the second most important would be to have trained counselors and | know 
thatis one issue that if you counsel them well, most ofthese 


drugs are accepted well and not only accepted well for one 
dose but they do come back again for repeat doses as well ‘ age 


Ur. Aumud Na 


Me lama family physician and! am looking after the reproductive health perspective of my patients 
and it includes cont 


i raception also. | am finding that these Injectable Contraception additionally available to me is 
providing very very good contraceptive to my clients. Of course, | stick to screening. |am very careful about them but 
addition of this injection has definitely provided a good contraceptive to my clients. From Mira's talk, what felt is that 
she is not against injectable per se, but she is more concerned about the indiscriminate use and all other things. So, 
when itis available and itis in good hands, itis a according to mea very good tool for contraception. 

» verter ar’, |would like to just make a couple of very broad comments to put this into context. In the Indian 
National Family Health Survey in 2000, it was reported that contraceptive prevalence is 48% in the country. On the 
other hand, abortion is used by many many womenas a method of family planning, despite what is said in the Cairo 
declaration. Even though the official figures for legal abortion in this country is something like 750,000 per year, there 
are estimates well over 6 to 7 million cases of abortion — many of which are significantly unsafe. This is part of our 
context that we need to think about. Another thing is that Depo Provera — DMPA is probably one of, if not the most, 
studied drug in the World — there are incredible number of scientific studies. And its one of the most widely used 
product. There are probably about 10-15 million users of injectable contraceptives each year and there may have 
been as many as over 250 million users of Depo Provera over the past 20 or 30 years. What Catherine said, many of 
these conditions that she has spoken about are very rare among the women of reproductive age. And despite the fact 
that post marketing surveillance is not very well developed in most developing countries and it is very hard to 
institute;.; nevertheless, there has been no reported outbreak of seekers' significant condition or significant epidemic 
of problems that have come out with use of injectables. | take all the points that have been raised and | think we have to 
very very critical and careful on issues around eligibility criteria etc.and how the products are used. But, if we put it 
into broader context, there have not been outbreak of epidemics and there is a big big unmet need for contraception 
inthis country. 


Finally, there has been a lot of discussions regarding the health systems in this country and this is a very real issue. | 
think one of the things that Mira said was that we need a proper health system before you can puta drug like this. But, 
in fact, there have been a good number of studies with the WHO which show that when you introduce a method 
appropriately, whatever the method — | am not going to particularly focus on injectables, you can improve the quality 
of care of all methods that are being provided, if its done properly. 


Dy Wire Shive- So, 1 think our friends and colleagues here said that they are also very concerned about maternal 
mortality. and that is why | feel its such a shame that after so long, that when a women who is found to be a 
hypertensive and has toxaemia of pregnancy , we do not have anti-hypertensive drugs and all of us talk about 
maternal mortality and maternal care. So when you are talking about unmet need for contraception, there is unmet 
need for absolute essential medicines for causes of maternal mortality which are known to every body - about 
maternal toxaemia, sepsis and especially anaemia related death. What have we done? Are at least those medicines 
available? Gopi said, | know he is working on essential drugs and many of those things we agree, the problem is if you 
bringin any pill, especially like contraceptive itis not for sick women. If |have TB, my unmet need is for ant Te erg. If 
| have malaria, my unmet need is for anti-malaria drug. The National Health Programme and many of these things are 
still not reaching and DOT is covering some parts. But the question is that contraceptives is for healthy women and 
when any complication takes place, are we going to take the responsibility for dealing with the Remplications some of 
the things are absolutely essential but the health system does not have that because you are bringing into the 


national health programme. 
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The other thing is, you said that we should have the guidelines and protocol for counseling etc, | think, the guidelines 
which | mentioned for lapro, etc. are not followed. There is something called PNDT Act- not followed. MTP Act mot 
followed- these are the things not followed. So the question is, when it comes to contra-indication and eligibility 
criteria, for injectable contraceptive, the people who don't follow the other things, are suddenly going to only follow 
these eligibility criteria, when 80% of the doctors do not take the history of pregnancy and ask related questions such 
as menstrual details? It is not just the contraceptives that affect which you should not be taking when you are 
pregnant. In the list of banned drugs, there are four list of other drugs which should not be given during pregnancy or 
lactation. So the question of taking menstrual history is not followed. 


The other thing is the terogenic effect, because the EP drug was said to be safe and many of the drugs, which were 
alleged to be safe and then we found that they were not that safe. Ensured safety because there will be irregular use in 
our context, because ina study contextit's aslightly differentthing. 


Then the question of compensation to the women if there are problems or a death due to bleeding as a large number of 
women are with 6 to 7 grams — from the consumer point of view. If the question of compensation comes — would the 
compensation be paid by the company responsible or the doctor providing the drug or the Government that brings it 
to the National Programme? The question of compensation is important as we are talking about safety and 
accountability. 


s. Madi | would like to just sum up some of the issues that were raised. | think every point made was 
valid and | would like to reinforce that. However, I'm myself from the womens' movementand would also like to just 
express two or three issues here. The first one is: that there is just no doubt that issues around women — we always 
had to at times choose between two evils. Now, these issues that were coming out here quite categorically were that: 
on one side, you have a multiplicity of abortions ina woman's life that go on and on and she is kind of looking for a 
redressal for that and may be DMPA could provide that . However, this itself probably has certain issues to be looked 
at and came out quite categorically that the choice has to be made but the time has come that the choice cannot be 
made by women's activists any longer. The choice has to be finally now be made by women themselves. They need to 
be counseled well. They need to have access toa lotof these choices and then they should be able to choose and reject 
it. think what this DMPA is probably offering us atthis pointintimeisa choice that they can reject. 


| would like to reinforce the fact that Mira has been raising and that relates to a much broader issue of the context, the 
background within which this has been introduced. The sense | got in this discussion was that nota single individual 
sitting here is going to ignore that fact and I think the fact that Mira has pointed it out again and again, makes it very 
clear that as we go back to our work lives, our responsibility becomes even more critical to see that where ever these 
omissions are being made, the issues of accountability become absolutely critical and on the anvil. So, the women's 
movement today is at the cross roads. Where as activist, | was part of this whole movement, where | said well this 
cannot happen. But going to Afghanistan, where in conflict ridden situation, women are running for this Depo Provera 
where for them this seems tobe the only choice — because they do not know whether tomorrow that shed which gave 
them all the other alternatives would be existing. So, | think we need to now really break this monolith of the issues 


that we are working around - serious concerns relating to women and really unpack parts of itand respond to themas 
we go along. 


| think the work on development has really pointed out that we frankly do not have any answers but we do have 


discoveries and those are the discoveries that egg us On and move us into directions that at times change people's 
lives and livelihoods. On that note, | would like to close this session. 
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Annexure V 


We have not been able to add the providers’ perspective. From the 3 sites, there were nearly 50 
doctors/ providers, mostly from private sector. They were also interviewed, using the semi in depth interview 
methods and their response is also very important. What came out 
very clearly is that most of the doctors value their clients and don't 
push injectables as the first option. It came out from all the three 
sides they are very careful while offering an injectable - 
contraceptive. First of all, they find out what are their bleeding 
patterns and then assess whether they would like to continue the ~ 
injectables in the future. Secondly, | would like to mention that this _ 


‘ 
“ 


was largely an urban sample; most of these were metro towns of — 
Vadodra, Ahmedabad and Hyderabad. So clientele is mostly from 
urban setting and these are the regular clients of the private — 
practitioners. 


Definitely, there was a knowledge gap in terms of how to manage these side effects. They had limited information in 
terms of basically, eligibility criteria for selection of clients for DMPA - they had not heard of WHO medical eligibility 
criteria. These were the definitive issues, which were articulated by these providers during the interviews. But the 
kind of responses, which were expressed by the women during the qualitative interview, very clearly tells us that 
there is a category of secret users. Dr. Siddhi Hirve highlighted yesterday that some women definitely feel that they 
need not disclose to their husband, they need not disclose to their in- laws or other family members and conveniently 
use the method and avoid pregnancy. So, there is definitely a category of those women who find that this method is 
empowering to them, they need not continue with the burden of pregnancy. To overcome the opposition of husbands 
and other family members to use of contraception, they can conveniently go to a private provider and just have the 


method and for next three months they need not bother. 


So, there is that kind of category and study reports give complete detail about this category in terms of what is this 
category and what is their profile. Those were some of the issues, which came up. And clients definitely need 
information. One of quotes says here that merely displaying posters, materials in the clinics and at private providers 
won'thelp - the providers will have to devote adequate time for counseling and client provieer interaction. bine Solid 
rush off these things in five minutes or ten minutes. They need to be counseled adequately using sah audio-visual 
tapes. Unfortunately, at many places, these audio-visual tapes to explain the clients about the side etrects are not 
available. So we need to think in terms of providing these audio-visual aids also to improve the client provider 


interaction. 
XIX 4 


De Kamud Nagral: FPALis a very big organization, having 40 clinics all over India and 12 projects going on in rural 
areas. But the figures, which are projected here are with small projects with private practitioners. FPAI has not 
compiled all the figures of all the clinics because of lack of time. They wanted to compile it very thoroughly and so 


these projects are very small parts of FPAI. 


Mr. Gopikrishna, Jan To add a similar point, even though there are 505 franchised clinics and not two anymore 
and seven of our own clinics, we have probably been working at about 10 % potential because we work with the quota, 
we really do not have money to subsidize, which we used to do earlier when the product was available at 39 Rupees. 
For delivery at 39 Rupees, there is a huge potential that we are not tapping. To a degree therefore this reflects alimited 
example, otherwise it could have been much higher than this. 


Sheena Co»abra: Notaudible 


Dr Sandeep Ghiya’ Response: Mystery client surveys also conducted with the main findings here being: 
introductory counseling and follow up plan. The figure showing al100% in December and being maintained ata pretty 
high level through out the project. 


Ws Shaswat: Bannerjee: Thanks Sheena for clarifying that. Researches are quite complicated! First of all, the study 
conducted in 2001 was actually not a base line survey, | would like to clarify that. It was really a demand estimation 
survey. It was conducted in U.P and Uttaranchal in both Urban and Rural areas. So the chart you saw was really taking 
into account the responses. It does not hold true for the general population, so! would like to mention and clarify that. 
And second thing about the mystery client chart that you saw - itis really what we used to monitor the quality of care. 
That was conducted as and when the DIMPA clinics were set-up and we would dothatonamonthandahalf basis. 


Or Mandakini Parihar: \ts actually not a question but comment ! would like to make here because repeatedly we 
have discussed about the FOGSI consensus statement which has been passed in the year 2003 and for the benefit of 
everybody presented here, | would like to quote the actual statement passed so that there is no misinterpretation of 
the statement and | quote and also copies would be circulated. 


This was passed on 20" September 2003 at the Managing Committee Meeting of FOGSI and | quote the consensus 
statement: " FOGSI confirms the WHO guidelines and believes that Injectable hormonal contraceptives are safe, 
effective and a convenient form of contraception particularly for lactating and estrogen sensitive women. Extensive 
trials have proven that the method is reversible with additional health benefits. Proper counseling regarding 
menstrual irregularity will improve the compliance and FOGSI advices all its members to use Injectable Hormonal 
Contraceptives within the WHO Guidelines." 


Dr Mira Shiva: Its like you know when its done in ARTH kind of set up where you already have people like Sharad and 
Kirti, who are very sensitive human beings; and like Gopi. Some of the efforts being done in this kind of set up cannot 
be extrapolated for what happens inthe rest of the country. That is my only comment. 


Or for many of the things that have been taken in count in doing this and what you said that the increased number of 
side effects that are getting reported there. it is basically because more you know and more sensitive is the question of 
counseling that is happening. And taking like what Kirti mentioned about that they are looking into different things 


including addressing the complications that take place which | do not know because here | think the question is 
inclusion of this inthe national family planning programme. 


,.. 


VS SuGha Tewart Actually weare not only looking at the national f 
what the private sector has done so far. And is there any chance o 
expanding the services. The National and the public sectoris anoth 
putitin social marketing ona wider scale, what should we be lookin 


amily welfare programme, we are also looking at 
f improving the service in the private sector and 
er part of the entire meeting. So, even if we wantto 
gat, thatis apointalso. 

ster Cout Very quickly Mira. | think, the fact that all of the evidence from work being done in the private 
othe possibility that with good counseling, with the kind of investment in training, with the kind 
ow up studies, there is a possibility of delivering fairly good quality services and important 
message to the government at this point of time is not so much of whether it can be taken into public health system or 
not, but whether using the private sector further has more potential and the key to that is the question of pricing. And | 
think that is what the key message to what we would hope goes to the government. The next message and may bel am 
pre- empting what the workshop would dois the possibility that if private sector and NGO like ARTH etc, can do this, is 
there a potential of piloting this in the public health system through a very controlled mechanism? So that, we can test 
and precisely to address the kind of issues and concerns that you have raised. Because | think clearly now the 
discourse is shifting from simply the issues of side effects and medical concerns to a question of saying what is 
manageable within a controlled delivery system. 


sector is pointing outt 
of investment in foll 


Ur Sheibal Vukverjee: | would like to make a comment about the price. Its being discussed by almost all the 
speakers and | was expecting that somebody or the other will ask the question of the two of us here from the Pfizer, 
why is Depo-Provera so expensive? Sol thought, it might be a good idea to explain why that is so. 


We import Depo Provera and it is manufactured in two foreign plants- one in Belgium and the other in the US. Now, 
when a product is manufactured in a plant of that nature where there might be 20 other products being manufactured 
in the same plant, there are several reasons why prices will be higher than its expected to be here in India. One reason 
is of course obvious to all of us- everything in India is much less expensive than the same thing being done in the US or 
in Europe, like my salary or anybody else's salary in India working for an NGO even is a fifth or less than that of any 
developed markets. That is one reason. 


The other is that even for a product, which you want to price at a lower level, there is overheads within that plant, that 
have to be allocated to individual products. So if the plant cost is high, which it usually is in these countries, than that 
the overheads of the plant apart from the things that go into manufacturer of the product- that is the active ingredient 
and cost of the vial etc, there is also the overheads of the people working in the plant, the quality control systems, and 
all the rest which have to be allocated to the individual products and that's where the price go up. And now what we 
have done is to negotiate a standard price across the world that the company puts up and that is the price at which it 
sells across the world. Now here in India, what we have done is to talk to the parent company to say that this is an 
exceptionally important product for this country because it addresses an exceptionally important need within this 
market. And they have allowed us to get the product here in India at half the price. Now what the exact production cost 
are difficult to determine because of those allocation and things like that. Because the volumes in India are currently 
still by international standards very small, itis not possible to put in the investment required for an entire production 
line here in India, but if the volumes could increase, then it might be possible to negotiate that with the parent 


company. 


Dr Sudha Sathan: \have just to tell my experience about the use of Injectable contraceptive DMPA in our patients in 
the Safdarjung Hospital, it was a project and gave it to the 100 well built ladies who delivered and after she has started 
her lactation, but before discharge. We had another 100 controls. Then the both groups were followed up with the 
child at 6 weeks, 3 months and 6 months for contraceptive efficacy, side effects and deteriorating effect on the breast 
milk. And then the infant growth profile was also checked in both the groups. Significant hemoglobin gained and 


weight gain was studied in the study group and then there was no deleterious effect on blood pressure, blood sugar, 
liver function test, lipid profile was observed. The major problem was irregular bleeding in 74% patient; ammenorhea 
was more in study group- 56% compared to 30% in the controlled one. And 70% continued with the injection and there 
was no failure seen. This was DMPA and we are also having a HRRC, with ICMR project in Bombay, where we are giving 
Net-En- this has been told by Mala. 


‘ory tjustwanta clarification from Dr. Sudha Salhan, you mention that after delivery the patient, before the patient 
are discharged they are given DMPA. As far as!am aware of the checklists provided for DMPA, they contra-indicate the 
use of DMPA before 6 weeks after delivery. 


Ur Sudha Salians -esponse: Itwasa pilot project study. Can we do it in our patients , because they will not come for 
some months and if we can give them a supply for three months and then we studied whether it will decrease the 
breast milk and any other thing. It was only a gain by haemoglobin and weight. And, in another study, we have given 
after the abortions, not MTP but other abortions. 


Ur Sumue. Itis said that it should not be given before one and a half months because the liver of the infant is not 
working and it is not metabolized and that is why | think WHO guidelines also, it is said that it should not be given 


before one anda half months and it may affect the infant. 


Jy Suda Salhan’s Sesponse: Whatever we have observed, the infant was all right upto 6 months after delivery. We 
will be continuing following those infants. 


Vs Sudha Jewar: This areaneeds tobe studied in more details. 


Annexure VI 
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Chairperson: Mr A R Nand 


‘8. Sheena Chabbra: Whatare the continuation rates you have seen with injectables in Iran? And over what period? 


Jr Esiamrs Response: We have researched but it has not been finalized. But based on research in rural areas, the 
rate for DMPA continuation in our country is about 60 - 70% up to 18 months. 


‘Ss. Apnacan’ What is the experience in Iran regarding the side effects, the ill effects of using DMPA? You must 
be having several studies. How does your system deal with it? What is the percentage of that side effect? 


Jf Esiams Sesponse: The most problem that we face with DMPA is spotting and not heavy bleeding. We are dealing 
with the side effects in our health centers and with health providers based on the guidelines that we gave themas it is 
mentioned in Catherine's presentation with NSAID & also Iron tablets. The main side effect is spotting - about 25%. 


‘Ss. Sheena ©) aora: Youare planning to introduce cyclofem also? If yes, are there plans to continue with DMPA as 
well? And if so, then how did you take this decision and why did you make the decision of including another type of 
injectable? 


Jy esiams hesponse: Yes, weare going to introduce cyclofem within next 3months. 


The main problem with DMPA is spotting and problems like bleeding. In a comparative study between Cyclofem and 
DMPA in our country, the result was somewhat better situation with Cyclofem. You know we have different ethnic 
groups in our country. With some of them, bleeding and spotting with DMPA is not a problem and they are eager to use 
DMPA with 3 months efficacy. With some groups, where spotting for them is a problem, we want to introduce Cyclofem 
as monthly injectable and may be some of the people who can't take pills regularly may want to switch the method to 


combined type of injectables. 


We 4B Mende Please comment how Iran has worked outa system and discipline that a doctor cannot say notoa 
posting in rural areas. And if once a doctor is posted he or she is actually there. 


Or. Eslami’s Response: If any doctor, especially male, wants to start the profession In Public cane sector, he/she 
must go to the rural area after graduation they can't begin work in urban area. ney must settle in rural areas at least 
for a year. Most of them remain at that place for ten years or more. At the beginning of the program, we had some 
problems and difficulties but now we don't have any difficulties and they are eager to gotorural areas. 
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Another question, are they graduate or postgraduate/MD qualified doctors ?. 


After graduation from the university. If they want to begin their work in the public health 
sector, they must go through rural area. Yes, after graduation, not during their training. 


Who gives injections? Only the doctors ? 


No, health services providers — they are trained in Behvarz training center, which | showed in 


my chart, for2yrs. 


1" Sixmonths — Theory 

2" Six Months — Theory and practicals 

3° SixMonths-—Theoryand practicals 

4" Six Months — Practice in Health Houses under supervision of the trainers. 


How large is the private sector in 
lran? And how many doctors are there? 


Based on DHS survey, for the 
country as a whole, for getting FP service, 70% coming to 
public health and 30% going to private sector. But its 
different among different provinces and different © 
areas. There are about 100,000 doctors, of them, about 
10,000 are working in public health sector. 

* © ance: As you mentioned, Iran is itself 
manufacturing, producing most of the things, except | 
believe IUD which you are importing from India. Now, 
as you said the costing is little. It is 0.03$. All other things are more or less near about whether it is acondom (12 pcs or 
15 pcs). How this costing has been done by the Government? Is there is any subsidy involved? 


mis Resp: This is not done by government. This is done by private sector. There was subsidy involved. 
About five years ago the subsidy was discontinued. 


HA» fi i Ad ce . ° a . 
wir A. h. Nand: So that speaks volumes of how even ina situation where the volume is not very much. How muchis 


the requirementeven there.? 


r. ESiamis Response inthe public health sector, itis about 1 million and in the private sector, itis about 300,000. 


The fact is that they have managed to keep the prices low. Is there a price control or it is just fixed by 
them? 


lami Price is proposed by private sector to the government they will agree more or less — a little 
change may be, happenon price of all contraceptives and all of medicines, not just contraceptives. 
Az e, Aj a gecia -- 

A. A. Mon Good ” know that it is so affordable. Also the way you have said, there is very good counseling- 
nothing is thrust on any client. There is an informed choice and consent, so in that sort of a scenario there is no targets 
being imposed by your government on any specific contraceptives, as is being done in many countries, including in 


India in number of states. So, these are few 
lessons that if you do in target free 
environment with proper 
accessibility/affordability & this sort of 
things. And | think, there is unmet need and 
people would like to take this service. 


If any organization 
outside Iran wants to procure this product, 
would itbe available at 30 cents? 


| can't propose the 
price for the private sector. But, | think, the | 
price could be lower than other producers, as ; 
private sector told us & that they are working 
tofind markets abroad. 


Regarding Dr. Louis, Indonesia paper, |have two comments: 
First, the Study presented was done in 1992 — quite a long time ago and has been reported. Secondly, subsequently, 
Cyclofem has been introduced in Indonesia and has been used by 5 million women in Indonesia. And if anyone wants 
asummary,a slide set of summary can be made available to Sudha. 


Thank you Peter. Please make it available so that it can be circulated to all the participants. 


On Nepal presentation, would like to ask Dr Jha — in his presentation as he mentioned that Lapro 
sterilizations arenolonger done in their country. Why? May | knowthe reason? 


Previously we were getting the band from the USA. Butnowadays itis not available. 


But they are not so expensive. They are hardly 5-6 Rupees per packet here. | think, its such a good 
method and should not be denied to your people. 


| have a question for Dr. Kokila- 
Nepal: One of the problems or concerns that we are 
battling with here is which providers are qualified to 
provide DMPA and you mentioned that PSI is primarily 
working through the drug retail outlet routes. So what are 
the qualifications that the provider needs to have to 
actually provide DMPA.? 


Even in a chemist or drug shops, 
we give the injections by Village health workers who are 
trained for six months because they know how to give the 
injections. In addition, we have to give them training for at 

trictand also our monitoring is very strict atthe same time. That is why, no 


least 3 days more and our follow-up is very s : 
problem for us for giving injection through these paramedics. 


| have one question for Dr. Kokila and one to the colleague from Bangladesh. Dr. Kokila, you 
mentioned a product called Sangini which is a three month DMPA and also OK 3 which is also a three month DMPA. 
Whatis the difference between the two? Why do you have two brands? 


Sangini was launched in 1994, it is nothing but DMPA — the three month injection. And then, 
when PSI came into picture since two years, we started launching OK 3 month. It is same three monthly injection but 
we gave the brand name as OK for all its products like OK three, OK one month and then OK IUCD and then OK pills. 
Because the government is also providing the same stuff but its giving free of cost but private sector like PSI is selling at 
subsidized price but definitely the clients have to pay for that. 


Who launched Sangini? 


Sangini also with CRAS, the Futures group, it's a contraceptive retail sales organization, which 


PSI has taken over. 


| Question to Bangladesh: You said that for taking this product into rural areas, you are using 
providers who are far beyond qualified doctors. Can you give us the profile of who these are? What is their training? 


1 With regard to public sector service provision, let me just tell you the 
organizational structure. 


We have the Director General of Family 
Planning services — which is in many 
countries the Director General of Health 
takes care of the Family Planning itself. But 
with the view to give emphasis to the family 
planning activities and the population 
control programme, we have a separate 
Director for Family Planning and there is | 
separate Director General. The doctors, they _ 
have a separate cadre for the family planning 
doctors and at the same time they are placed | 
atthe districtlevel, atthedivisionalleveland 4 
then goes up to the national level. And then 
down the level we have the union level, 
Union Health and Family Welfare Officer and then again under them we have the Family Welfare Assistants as well as 
Family Welfare Visitors, so they are the grass route level workers They are female workers who go door to door and 
they have the system of maintaining register and to keep the records of all the couples of the villages. They are 
compiled at the union level and then this way this comes back to the district and the national level. So this is the 
mechanism through which this Process is on. At the same time because we have the Director General of Health 
Services, and the clinical contraception part that is also mainly taken care of by the Health Director General and they 


have also the same channel right from the national down to the grass route level — they have the Health Assistants at 
the grass route level and different types of doctors are there. 
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Family Welfare Assistants, they are trained people. The Family Welfare Visitors, they are the people who maintain the 


records, who go to door to door but the Family Welfare Assistants, they, at the union level, they have the officer, and 
they provide the injections — they are trained people. 
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6 Gopalkrishne Notaudible. 


Ur. Catherine . 
They addressed very much the issue of role of men in family planning, but in the presentation of Dr. 


a we — that in Srilanka, in fact husbands preference had a role to play in the choice of DMPA as 
$ discontinuation of DMPA. So, my question is, in the various national programmes that you have heard about, 


does any of those programmes have activities to reach out to men and provide them with the information about the 
reproductive health in general? 


OF Vinee c ‘ nari i SCnoHnicea . rn 
ineetha Karunaratne's Respons Actually in Srilanka, what we experience is that when they take a decision on 


accepting any method of family planning, it is the decision of the couple in 85% of the cases. Recently, we did a study 
amongst our clients — in 85%, the decision is taken by the couple and not only by the female. And we encourage both of 
them- the husband and wife to come to the clinic and also when the public health midwives visit houses, we have 
informed them to meet the husband somehow atleastto keep a message for the husband. 


/) © ©. Siar Dr. Rahman made an excellent presentation on Bangladesh experiences. | wanttoask you to tell us one 
good reason for sucha good CPR for injectable contraception in your country, what would youlike to tell us? 


or Vvaneed “van: Political will. 


“14. ©. Nance: Whenever we discuss about the success of family planning, particularly Injectables in some of these 
neighbouring countries, we are told by people here in India who say that some of the things that are happening suchas 
side effects have not been properly reported. Perhaps, they are not bringing it up. You have also women's groups in 
Bangladesh, very very vibrant, as far as | know. And in Sri Lanka and other places, would you like to say how do they 
view this? Anything about the side effects and has there been any such occasions for organized complaints of the type 
from any side in your country in Bangladesh or Sri Lanka or even Iran? 


Ur Dee! Alroze: Actually !am NGO representative and! am not from the women activist group. But so far | know, there 
isno such opposition against this injectable contraceptive from the women groups in Bangladesh. The success is not 
only the government commitment; | think also, there is a role of NGOs — NGOs are working simultaneously as a 
development partner with the Government. 


Vir. A. ®. Nanda: There are many many lessons to be learnt from the experiences that has been presented before us. | 
think for India particularly to look at the introduction of newer contraceptives, including injectables, these lessons 
that could be shared with various groups and may be discussed with the Government. With that, | again express my 
thanks to all the presenters from the various countries. We would like to keep this perhaps as a group, as a forum for 
you to help when the groups are formed to be part of that to bring out some of these points. 
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Annexure VII 


Inheme A: Policy and Management 
Issue for Quality Assurance 


_ RECOMMENDATION OF G 


Expanding Contraceptive Choice 


The Gol is signatory to, or has developed the following guiding documents: 


ICPD Programme of Work, 1994 and MDGs 
National Health Policy 

National Population Policy 

RCH Program 


= 2 N 


It was agreed that expansion of contraceptive choice should be considered in the context of: the above commitments 
and policies; overall reproductive health and rights, including male involvement and responsibility; and the rational 


use of drugs. 


With regard to potential products for expanding contraceptive choice, the group noted that Centchroman will become 
available and that work is ongoing on RISUG, a male contraceptive. These products should be kept under review. At 
present the only products readily available for introduction into both the public and private sectors are Injectable 
Contraceptives. There is also a need to assess the availability and quality of provision, and the possible 
reintroduction of IUDs, NSV and condoms (male and female). 


A key need for the National Programmes for additional spacing methods. 
injectables 


On the basis of existing information: 


* NET-EN, atwo-monthly injectable, could be made available now. 


a Cyclofem, a once-a-month injectable containing both progestogen and an estrogen, could be considered 
once the results of arecently completed ICMR study are available. 


a Because of the existing Supreme Court ruling, DMPA, a three-monthly injectable, currently can only be 
made available through the private sector including social marketing. It can also be studied further through 
operations research studies. 


s Injectable contraceptives are Schedule H drugs andas such any guidelines for use thatare developed 
should take this into account. 


4 The group noted the data presented at the meeting included the results of studies undertaken 
internationally and in India; and the experience of the use of injectables, primarily DMPA, in neighbouring 
countries 


Each of these products could begin to be made av 
programme, DMPA can be made more widel 
Cyclofem can be considered for any of the 
available. 


| ailable, NET-EN could be introduced into the national 
y available through the private and social marketing sectors, 
se sectors, depending on price, once the ICMR trial data are 


Since this is an ad-hoc group, these conclusions should be brought to the NPP Review Committee for final 
recommendations to Government. 


AVaiiability of produ: 


A major constraintis the price and availability of these drugs. The prices of DMPA and NET-EN are currently too high for 
both the public and social marketing sectors. This was shown by decreased usage following increasing prices in 
existing social marketing programmes. Affordability is akey issue subsidies are notalong-term solution. 


At present both NET-EN and DMPA are registered in India but none of the injectable products are manufactured in 
India. It is also known that there are problems in production / procurement of NET-EN. All these products are currently 
off patent and could be produced as generic preparations. The availability of data required by the Drugs Controller of 
India must be addressed by the NPP Review Committee. Measures must be taken to manufacture recommended 
products in India and that this manufacturing meets international GMP standards. 


introductory Strateg 


It was recommended that a well-designed introductory strategy is developed which addresses mechanisms for 
delivery; IEC materials and communications strategies; monitoring and supervision, etc. Operations, not biomedical, 
research must be undertaken to address these issues. Guidelines, training programmes, production of materials anda 
needs based procurement plan should be developed through this strategy. 


It is essential that all key stakeholders are involved in the development of this strategy. The Department of Family 
Welfare should establish an implementation committee. 


Other issues 


There is a need to streamline procurement and clearance. Note must be taken of the plan for decentralized 
procurementandnote the Tamil Nadu and Delhi State experiences. 


Since these injectables are contraceptives, it is recommended that they should be exempted from sales tax, which are 
imposed anddifferent by state. 3 


RECOMMENDATION OF GROUP A-2 


1. Scope: 


There is a scope for using injectables for limiting and spacing births. The possibility of use during lactation 
enhances its appeal as a spacing method. Not a feasible option for delaying the first birth (due to early age at 
marriage and first birth in many parts of the country and the apprehensions with use under 18 years of age). 


Eligibility Criteria: 


The WHO eligibility criteria to be followed. 
Further, considering the low resource setting, WHO Category 1&2 to be used. 


However, in terms of age, though less than 18 years of age, falls under Category 2, restrict its use of the age 
group 18-45 years (due to be concerns on Bone Mineral Density). 


Delivery Mechanism : 


Through trained ANMs/ Nurses/ Health Workers at the district level, i.e., basically at a level where medical back- 
up for handling possible complications exists. Simultaneously, work on capacity building to enable them to 
provide the same services in the interior rural areas in the future. 


Management of side effects: 


a) Irregular bleeding/ prolonged bleeding is the most important area of concern. This needs to be tackled, 
during the phase of selection of contraceptive method itself, through information dissemination and 
thorough counseling. Its important that even before a woman actually selects this contraceptive, she needs to 
know the side effects. 

b) Amenorrhea sameas above 

c) Weightgain 

d) Returntofertility the median delay of 7-9 months in return to fertility should be intimated during selection ( of 
contraceptive method) phase. This should include the information about the possible delay of upto 18 
months insome cases. 

Counselling: 

* The counseling techniques should be imparted to the various support staff in the clinics, etc. so that every 
possible interaction with the clients can serve as a media for counseling. 

* Its important that the message should be unified across all the staff. The doctor, nurse and all support staff 
must be given the same message. 

* Counseling should include new users; potential users; repeat users; discontinuers. 

® 


In the case of some side effects, it may be necessary for the doctors to spend an extra-ordinary amount of time 
on counseling. 


Amenorrhea is more easily counseled that frequent or prolonged bleeding, which women are not easily 
accepting. Thus, in these instances, for better counseling, there is aneed for the doctor herself/ himself to counsel 
the acceptor of injectable, whereas the other counseling could be delegated toa trained nurse, if required. 


Choice between NET-EN and DMPA 


Under ideal situation, when a choice canbe made between both the products it depends on: 


a) the scale of implementation wider implementation would tend to support the use of DMPA due to 
requirement of lesser quantities. 


= Governmentsupportin terms of proc 


b) Costofthe product thecostthat is finally negotiated between the manufacturer and procuring agency. 
¢) Availability/ responsiveness of the manufa 


Cturer(s) the pri ; 
stock outs midway. Prime concern being that there should be no 


d) Window-period for re-injection,. 


Most of which tends to support the use of DMPA injectables atthe present moment. 


The Group understood that there were no le 


gal barriers and thus no problem to use of DMPA in the country, but 
sought further clarifications on the matter. 


Though, it adds to the cost, use of auto-destruct needles right from the start recommended as changing over from 
disposable to autodestructin the future may pose problems in terms of perception. 


For large scale implementation, its important to estimate the requirement of the contraceptive. For understanding 
the demand for the product, to start with, pilot project over a period of 2 years to be taken up in 15-20 districts. This 
would help to understand procurementand deliveries, besides the quantities required. 


2.4 


Tocuremeni 


For Public and Social Marketing Sector: to be procured by the government 
* Procurement budgets to be covered under RCH-II. At the very least: for the pilots and for social marketing 


* Inthe interim period, for social marketing, procurement from competitive manufacturers across the globe 
should be facilitated. 


Vianutacture in 


Long-term plans to manufacture in the country to be initiated now. At that stage it becomes important that 
preferential treatment to government-owned companies/ private sector companies for manufacture and supply 
should be avoided. That is, monopolies should not be allowed even at that stage. 
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Should the goods be paid for by the client or supplied free of cost? No consensus could be reached. The following 

points emerged: 
a. Infavor of paid: it would regulate misuse by service providers as well as clients; ensure consentas she will 
only pay for the product if she consents to the use of product; and prevent leakage into social/private 


sector asituation which has been common for free |UDs. , 
b. Against paid —why should accessibility to injectables be different from other contraceptives? 


) Social Marketing 


»  Asits presently being done, initially, social marketing should be through doctors and clinics. 
urement for social marketing of any one of the two product options. 


Intensive monitoring by government agency / NGO for delivery mechanisms; record keeping; counseling 
techniques and content; procedural details like disposal of needles, especially during Pilot/ Operations 
Research phase. 

Later monitoring should be less frequent and can be used to enhance the existing monitoring mechanism of 
the other contraceptive methods as well. 


Use of the results to fine-tune the program including training and delivery mechanisms. 


While the product itself does not require any research, the operations research (in pilot phase) and later 
monitoring mechanisms will have to be sensitized to unanticipated side effects to enable subsequent 
research, whenever needed. 

The system needs to be responsive to ongoing international research and implement the findings/ guidelines 
regularly. There may be need for a separate technical committee. There should be no lag between 
international findings and implementation in India. 


Theme B: Development of Guidelines 
ror Quality Services 


RECOMMENDATION OF GROUP B-1 


TRAINING OF SERVICE PROVIDERS 


a Service Providers 
1. Medical Doctors — batch of 30 - 1 day programme 
2. Paramedics — batch of 30 -2days programme 


e Develop training curriculum 

Fa Atthe place of work — Tertiary Hospitals / District Hospital / District Training 
Centres /PHCs/CME 

* Booklets, Pamphlets, Flip Charts, Posters etc. 


INFORMATION & COUNSELLING 


2 Greetclient 

s Make the client aware of contraceptive needs 

a Provide informed choice on all methods and their advantages and disadvantages if she has no method in her 
mind. 

® When she select some particular method provide her details on the advantages and disadvantages of 
that method 


METHOD SPECIFIC COUNSELLING 


Provide detailed information about the method 


» Nameoftheinjection 


» Howitworks? : : 
» Possible side effects like menstrual irregularities (especially amenorhoea) weight gain etc. 


CLIENT SELECTION 
Inclusion 
© Age 18-45 years 


e Parity - All 
» Need for Spacing/ Limiting family 


Ever had stroke or problem with heart or blood vessels 

Has 2ormorerisk factors for heart disease, suchas hypertension, diabetes, smokes, or older age. 

Diabetes for more than 20 years, or severe damage caused by diabetes. 

Has ever had blood clot in lungs or deep in legs. Women with superficial clots (including varicose veins) 


CAN use this injectable. 


Ever had breast cancer 
Unexplained vaginal bleeding: if the bleeding suggests a serious condition, help her choose a method 


without hormones to use until unusual bleeding is assessed. 
Serious liver disease or jaundice (yellow skin or eyes) 


DEL! 


If menstruating 


» Within 7 days after start of menses 
» Any time if reasonably sure she is not pregnant, with additional protection of next 7 days 


If Amenorrhoeic 
» Anytime if reasonably certain she is not pregnant with additional protection for next7 days 
Post partum and Breast Feeding 


» Between 6 weeks and 6 months any time (if fully breast feeding) 
» If>6weeks and menstruating or menstruating for women, similar to menstruating women 


Post partum and not breast feeding 
* <21 days post partum: anytime 
* > 21 days post partum and amenorrhoeic : any time if reasonably certain she is not pregnant additional 
protection for 7 days 
» Ifmenstruating as other menstruating women. 
Post abortion immediately 
SUBSEQUENT INJECTIONS 
* 3months +/-2 weeks 
PROCEDURE 
» Clean injection area with spirit / alcohol 


» Shake while gently 
» Use auto destructible/ locked syringe 


INSTRUCTIONS FOLLOW -UP 


» Follow-up date every 3 months +/- 2 weeks 
» Ask for views onthemethod 

» Any complaints 

» Check for BP 

» Complaints for severe headaches 

« History orJaundice 


« Iflate for late for next injection reschedule after ruling out pregnancy, give injection with protection with 
barrier method 


MEETING THE NEEDS FOR CONTINUING CLIENT 


» Ensure continued supply of injection 
» Ensure management of complaints / side effects 


» Aavailability of Pregnancy Test Kits to rule out pregnancy for amenorrhoeic if applicable or on request. 
» Ifshediscontinues help her choose another method 


SUPPORTIVE SUPERVISION 


e Referralsystem 
| e Doctors (Paramedics) 
e District Health Officials 


RECOMMENDATION OF GROUP B-2 


Guidelines for Injectable Contraceptives, Injectable DMPA / NETEN 


Injectable Contraceptives contain progestins (Depo-medroxyprogesterone acetate; Norethisterone enanthate); in 
depot form the hormone is released slowly into the blood stream. 


How Does It Work? 


# Mainly stops ovulation (release of eggs from ovaries). 
* Alsothickens cervical mucus, making it difficult for sperm to pass through. 


# Makes Endometfrium atrophy. 


How Effective ? 


Very effective — 0.3 pregnancies per 100 women in first year of use (1 in every 333) when injections are regularly 


spaced 3 months apart. 


Return to Fertility 


10 months &6 months from date of last injection for DMPA-NET EN respectively. 


Very effective 
Private. Noone else can tell thata womanis using it. 
Long-term pregnancy prevention but reversible. One injection prevents pregnancy for atleast 3 months/ 
2months 
« Doesnotinterfere with sex. 
Increased sexual enjoyment because no need to worry about pregnancy. 
« Nodéaily pill-taking. 
« Allows some flexibility in return visits. Client can return as muchas 2 weeks early or 2 weeks late for next 
injection. 
« Agetobe between 15-45 years. 
* Quantity and quality of breast milk donot seem harmed. Can be used by nursing mothers as soon as 6 weeks 
after childbirth. 
« Noestrogen side effects. Does not increase the risk of estrogen-related complications suchas heartattack. 
« Helps preventectopic pregnancies. 
« Helps prevent endometrial cancer. 
« Mayhelp prevent ovarian cancer. 
«  Specialadvantages for some women: 
May help prevent iron-deficiency anemia. 
May make seizures less frequentin women with epilepsy. 


Makes sickle cell crises less frequent and less painful. 


sad vantages 


= Common Side Effects (Not signs of sickness): 
» Changes in menstrual bleeding are likely, including: 
~ Light spotting or bleeding. Mostcommonatfirst. 
» Heavy bleeding. Can occur atfirst. Rare. 


Amenorrhea. Normal, especially after first year of use. 
(Some women see amenorrheaas an advantage.) 


» May cause weight gain (average of 1-2 kilo, or 2-4 Ibs.,each year). 
(Change in dietcan help controlor prevent weight gain. Some women see weight gain as an advantage). 


* Delayed return of fertility (until progestion levels in the body drop). About 4 months longer wait before 


pregnancy than for women who had been using combined oral contraceptives, |IUCDs, condoms, or a vaginal 
method. 


* Requires another injection every 3 months/2 months. 


« Maycause headaches, breast tenderness, moodiness, nausea, hair loss, less sex drive, and/or acnein 
some women. 


« Doesnot protect against sexually transmitted diseases including HIV/AIDS. 


1. Orientation training gynaecologist & obstretics for M.O.-Iday — Participants . a Duration 


2. Training for M.O.- 2days Gynaecologist & Obstretics | 1 day 
3. Training for PHN, ANM, HWs - 3days MO. 2 day 
Paramedics 3 days 


Training material should be in modules form. For 


| paramedics it should be in local language. It should be theoretical 
and practical, case based. 


| COMPARING DMPA AND NET EN (POI) 


_ CHARACTERISTIC DMPA NET-EN 
_ Time between injections 3 months 2 months 
| Latest that client can return for next 2 weeks + 2 weeks + . 
__ injections without need to check . 
for pregnancy . 
| Injection technique Deepintramuscularinjectioninto | Deep intramuscularly injection | 
| the deltoid (upper arm muscle). into the deltoid (upper arm) or . 
. Gluteal (buttock) muscle also gluteal (buttock) muscle. May be 


okay donot message afterinjection |morepainful donotmessage 
after injection. 


ee ota ee 


Proper disposal syringes &needles 
after use, also the universal 
4 injection practice to be followed. 


| Amenorrhea (no menstrual bleeding) 55% of women by end of 30% of women by endoffirst 
. first year of use. year of use. 
| Typical pregnancy rate ifon About0.3 women inevery 100 in About 0.4womeninevery 100 in 
. time for injections first year (lin every 333) ‘first year (lin every 250). 
. Return of fertility (ability to become Average delay: 4months longer Probably less delay. 
_ pregnantagain) than for women who had beenusing — 
. combined oral contraceptives, | 
| IUDs. Condoms, ora vaginal method. | 
| Effect on diabetes Causessomemildglucose(sugar) = Noeffecton glucose tolerance. 
intolerance butoftenisusedwith 
good results by diabetic women who. 
do nothave accompanying vascular 
disease. bi | 
Constituents of drug with strength 150 mg medroxy progesterone 200 mgnonethisterone 
acetateas microcrystalsinaqueous _enanthate dissolved in oily base 
| soloutions. 


= 
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At State level -Training of Trainers (TOT) in batches of 10 to be conducted, participants are district level officers, who 


will become resource person inthe District Training Course. 
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1) Women should be told about side effects 
2) They will explain that fertility willbe delayed 
3) She may gives weight, after taking injection specific guideline to doctors before taking history and 


examination. 


NOT TOBE USED 


> Pregnant women. 

ve <18 years >45 years age. 

® Body weight>65 K.¢. 

a If Breast feeding< 6 weeks post partum. 

é Hypertensions BP more than 160/100mm of Hg. 

° Women with multiple risk factors for arterial cardiovascular disease. 
(such as older age, diabetes, hypertension, smoker) 


Vascular disease. 

Current and past deep vein thrombosis/ Pulmonary embolism. 
Current andhistory of Ischaemic heart disease. 

Stroke-H/0 cerebrovascular accident. 

Migraine with focal neurological symptoms. 

Unexplained vaginal bleeding. 

© Breast cancer. 

* Uncontrolled diabetes mellitus or insulin dependent diabetes. 


© Liverdiseases 
~ Acute viral hepatitis 

Cirrhosis 
Livertumors (Benign & malignant) 

® Druginteractions 
Drugs which effect liver enzymes 
(i) Antibiotics rifampicin, griseofulvin 
(ii) Anticonvulsants phenytoim, carlamazepime, barbiturates, primidone. 


Criteria for Client Selections 


it can be used by women who 


* Are breastfeeding (starting 6 weeks after child birth) 
* Havejusthad abortion or miscarriage. 


Also women with these conditions can use PO! 
© Benign Breast disease. 
® Mild headaches. 
* Mild or moderate high blood pressure under treatment 
» Iran deficiency amaenia. 


Endometriosis. 
Benign ovarian tumors, 
Epilepsy. 


Age between 18to 45yrs. 

Last delivery 6 Wks back & breastfeeding 
Very obese wt>65 Kg. 

BP => 160/100 mmofHg 

H/o chest pain; heart attack 

H/o stroke (paresis / paralysis) 

H/o swelling & pain of legs, feet. 


H/o Diabetes with complications 


Ce Nn TO FY PoE 


Jaundice, cirrhosisliver &liver tumors 


—_ 
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. H/oBreast Cancer. 


—_ 
~— 


. H/ounexplained vaginal bleeding. 


— 
Nm 


. Medication Anitbiotic - Rifampicin, griseofulvin, Anticonvulsants — Phenytoin, carvamezipine, 
barbiturates primidene. 


1) Having Menstrual Cycles 
She can have the first progestogen-only injection within 7 days after the start of her menstrual 
bleeding. 
She can also have the first injection at any other time, if it is reasonably certain that she is not 
pregnant. If it has been more than 7 days since menstrual bleeding started, she will need to obstain 
from sexor use additional contraceptive protection for the next7 days. 


2) Amenorrhoeic 
She can have the first injection at any time, it is reasonably certain that she is not pregnant. She will need to 
abstain from sex or use additional contraceptive protection for the next7 days. 


3) Breast Feeding 
If she is between 6 weeks and 6 months postpartum and amenorrhoeic, she can have her first 
injection at any time. If she is fully or nearly fully breastfeeding, no additional contraceptive 
protection is needed. 
If she is more than 6 weeks postpartum and her menstrual periods have returned, she can have her 
firstinjection as advised for other women having menstrual cycles. 


4) Switching from another Hormonal Method 
She canhave the first injection immediately, if she has been using hormonal method consistently and 
correctly, or if itis reasonably certain that she is not pregnant. There is no need to wait for her next 
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menstrual method. 
If her previous method was another inject able, she should have the progestogen — only injection 
when the repeat injection would have been given. No additional contraceptive protection is needed. 


5) Switching from a Non-Hormonal Method (Other than the |UD) : 
She can have the first injection immediately; if it is reasonably certain that she is not pregnant. There 
is no need to wait for the next menstrual period. 

Ifis has been more than 7 days since menstrual bleeding started, she will need to abstain from sex or 
use additional contraceptive protection for the next 7 days. 


6) Switching from an IUD (including Hormonal) 

She can have the first injection within 7 days after the start of menstrual bleeding. No additional 

contraceptive protection is needed. The |UD can be removed at that time. 

She can also start at any other time, if itis reasonably certain that she is not pregnant. 
If she has been sexually active in this menstrual cycle, and it has been more than 7 days since 
menstrual bleeding started, it is recommended that the |UD be removed at the time of the next 
menstrual period. 
If she has not been sexually active in this menstrual cycle and it has been more than 7 days since 
menstrual bleeding started, she will need to obstain from sex or use additional contraceptive 
protection for the next 7 days. If that additional protection is to be provided by the IUD she is 
using, itis recommended that this |UD be removed at the time of her next menstrual period. 

If she is amenorrhoeic or has irregular bleeding, she can have the injection as advised for other 

amenorrhoeic women. (exclude abortion or pregnancy). 


roviding Pol (DIIPA/NET EN} 


A woman who chooses POI benefits from good counseling. 


A friendly empathetic provider who listens to a woman's concerns, answers her questions and gives clear, 
practical information about side effects, especially probable bleeding change including amenorrhea (no 
bleeding atall), will help the woman use DMPA with success and satisfaction. 


Gi 


cific Instructions 


1. The client should try to come back on time for the next injection. She may come as much as 2 weeks early 
or 2 weeks late. (to confirm 4 weeks for DMPA, 2 weeks for NETEN) 


2. If more than 2 weeks late her next injection, she should use condoms or spermicidal or else avoid sex until 
the next injection. 


3. She should come back no matter how late she is. The provider can ask questions to see if she might be 
pregnant. She still may be able to get her injection. 


(Up 


1 Askifthe client has any questions or anything to discuss. 


2. Ask the client about her experience with the method, 
problems. Give her any information or help that sh 
questions or concerns. If she has problems that cann 


whether she is satisfied, and whether she has any 
e needs and invite her to return any time she has 
ot be resolved, help her choose another method. 


3. Ask about her bleeding patterns. 
4. Ask if she has had any health problems sinceher last visit. 


If the client has developed heart disease due to blocked arteries, stroke, blood clots (except 


superficial clots), breast cancer, severe high blood pressure, or active liver disease, help her choosea 
method without hormones, 


Ifthe clienthas developed very bad headaches, and severe paininlegs 


If she has not developed any condition that means she should not use DMPA and she wants to continue this 
method, give her the injections and plan for her next visitin 3 months. 


Management of side effects complication and danger sign by the Doctor and Paramedics 
Bothersome extremely heavy bleeding (twice as long or twice as muchas usual for her). 
Very bad headaches that start or become worse after she begins DMPA. 


Skin or eyes become unusually yellow. 


Vianat f 


Ifthe client reports any of the common side effects of DMPA: 
1. Donot dismiss the woman's concerns or take them lightly. 
2. Ifthe woman is worried, reassure her that such side effects are not usually dangerous or signs of danger. 


Ifthe woman is not satisfied after treatment and counseling, help her choose another method if she wishes. 
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Giving tl 

Equipmentand supplies needed: 
® One dose of DMPA (150mg,) / NET- EN (200mg) 
» Anantiseptic and cotton wool, 


® A2or5mlsyringe and a 21- to 23 gauges intramuscularly needle. Syringe and needle should be sterile, or 
high-level disinfected if sterilization is not possible. We can use disposable syringe. 


Steps 
1. Wash hands or else wash hands and wear clean gloves. 
2. Clean injection site, wipe with antiseptic. Use acircular motion from the injection site outward. 
3. Shake vial gently, wipe top of vial and stopper with antiseptic, and fill syringe with proper dose. 
4 Insert sterile needle at 900 angle deep into the upper arm (deltoid muscle) or into buttocks (gluteal 
muscle. upper outer portion). For DMPA the upper arm is more convenient. Inject the contents of the 


syringe. 
5. Do NOT massage the injection site. Tell client not to massage or rub the site. Explain that this could cause 


DMPA to be absorbed too fast. 
6. Do NOT usehotfomentation atthe site. 
Fi 
XXXXI q 


Important: Use DISPOSABLE syringe and needles if available they do nottransmit infections if disposed off properly. 


, " 


Disposable Needles and Syringes 


Place used disposable syringe and needles in a puncture- proof container, or cut the needle, crush the 
syringe then putin a puncture container. 

Burn or bury the container when three - quarters full. 

Do not put disposable needles in the trash (even if decontaminated). Do not recap them before disposal. 
Do not bend or break needles before disposal. 

Do not reuse disposable syringes and needles. They are meant to be destroyed after one use. Because of 
their shape, they are very difficult to disinfect. Therefore, they might transmit diseases such as 
HIV/AIDS 


Use cotton balls need to be burnt everyday 


Reusable Needles and Syringes 


If disposable syringes are not available, use reusable needles and syringes that have been properly 
sterilized or high-level disinfected if sterilization is not possible. 


These needles and syringes must be sterilized or high-level disinfected again after each use. 
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Amenorrhoea 
» Amenorrhoea does not require any medical treatment. Counselling is sufficient. 


» If she still finds amenorrhoea unacceptable, discontinue the injectable. Help her choose another 


method, and give Iron and Folic Acid for client Satisfaction. 


Spotting or light bleeding 


Spotting or light bleeding is common during POI use, particularly in the first injection cycle and is not 
harmful. 


Inwomen with persistent spotting or bleeding , or women with bleeding after a period of amoenorrhoea, 


exclude gynaecologic problems when clinically warranted . If a gynaecologic problem is identified , 
treat the condtion or refer for care, tothe PHC 


If STI or pelvic inflammatory disease (PID) is diagnosed, she can continue her injections while receiving 
treatment and be counseled on condomuse, and partner treatment 


If no gynaecologic problems are found, and she finds the bleeding unacceptable, discontinue the 
injectable. Help her choose another method and treat the problem. 


Heavy or prolonged bleeding (More than 8 days or twice as muchas her usual menstrual period) 


Explainthat heavy or prolonged bleedingis common inthe first injection cycle. 


If heavy or prolonged bleeding persists, exclude gynaecologic problems when clinically warranted. If a 
gynaecologic problem is identified, treat the condition or refer for care to the PHC. 


If the bleeding becomes a threat to the health of the woman, or itis not acceptable to her, discontinue the 
injectable. Help her choose another method. 


To prevent anaemia, provide an iron supplement and /or encourage foods containing iron. 


Annexure VIII 


The Forum for Expanding Choices of Contraception representing health professionals, service delivery organizations 
and international reproductive health experts calls on the Indian government to strengthen the availability of 
injectable contraceptives so that larger numbers of Indian women too can benefit from a safe, simple and effective 
method thatis currently used by 1.4 crore women inthe world. 


The Forum was constituted from representatives of the Federation of Obstetric and Gynecologists Society of India, 
National Integrated Medical Association, Family Planning Association of India, DKT International, Population Services 
International, Janani, Parivar Seva Sanstha and Pathfinder International. Consequent to the deliberations at a meeting 
that concluded today, the Forum requested the government to explore ways to make the injectable contraceptive 
accessible, and deliver it either free or at affordable prices in every part of the country. The product so far has 
benefited only those with the ability to pay commercial prices because it has been cleared for provision only through 
the private sector. This has denied its access to the poorest and neediest segments of the population. 


The Forum has also urged that the expansion of contraceptive choice should be considered in the context of 
commitments and policies, especially the National Population Policy, already articulated by the government to 
promote and protect overall reproductive health and rights, including male involvement and responsibility and for 
ensuring rational use of drugs. 


The Forum said that it is disheartening that a method which the World Health Organization called “safe and effective 
for introduction in national programmes’ as early as 1982 is stilla subject of uninformed debate and dissension in India. 


FOGSI, in their consensus statement in 2003, called it “a safe, effective and convenient form of contraception” and 
advised its members to use the method within WHO guidelines. 


Injectable contraceptives are currently used in 130 countries of the world, both developing and developed. In its 30- 


year history, injectables have protected 25 crore women. 
India is the only major country in the world where this method is not available easily. Injectables protect 


approximately 27% of married women in Indonesia (by far the most preferred method), 10% in Bangladesh, 9% in 
Nepal, 5% in Sri Lanka, 5% in Iran, 18% in Thailand and 12% in Myanmar. The Indian government approved use of 
injectables through non-governmental and private channels in 1994 in keeping with the approval of the Supreme 
Court. Since then women in India in states as widespread as Maharashtra, Gujarat, Madhya Pradesh, Andhra Pradesh, 
Uttar Pradesh, Assam, Bihar, Rajasthan, Orissa andothers have used the method. 


rily dependent on sterilization, almost all of it tubectomies. Unsafe 
ly 6 lakh of the estimated 70 lakh abortions in the country are 
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The Indian family planning programme is prima 
abortions are becoming a major source of concern andon 


official. For every 100,000 live births, over 400 women die during or immediately after childbirth. These al are 
indicative of the lack of availability of satisfactory spacing methods for many couples. Other family planning 
methodscondoms, oral contraceptives, |UDsdon't suit everyone. This is asituation that should worry us all. 


Itis a programme imperative that new and safe methods are added to improve contraceptive choices. A wider variety 
of safe spacing methods needs to be available so that over-reliance on female sterilization and recourse to abortion is 


reduced. 
The meeting was organized by Parivar Seva Sanstha and sponsored by the Government of India, UNFPA and the 


Population Foundation of India. The meeting drew experts and professionals from all parts of India and neighbouring 
Bangladesh, Nepal, SriLanka and Iran where injectables area highly popular method.. 


As with any drug or contraceptive, the method is not ideal for all users but many women find this as a suitable and 
convenient contraceptive. Like all family planning methods, injectables come with side effects but the benefits far 
outweigh them. The side effects are not reason enough to deny the method to women who find this convenient and 


comfortable. 


Are injectables safe? The answer is yes. It is a thoroughly researched product, and evidence points it to be safe. 
Fertility returns approximately between six and nine months after stopping use. 


A major constraint in the wider use and availability of this method is the cost. The Forum has recommended that the 
government takes immediate steps to make the method more widely available ata reasonable cost. 


Why are injectables so controversial in India? Under Indian laws, no product can be introduced in the country if it is 
not available in the country of origin. The Federal Drug Administration of the US approved DMPA, the most used 
injectable, only in 1992 after years of research and Indiaalso delayed its introduction. 


It was agreed that expansion of contraceptive choice should be considered in the context of commitments of the 
National Population Policy, overall reproductive health and rights, including male involvement and responsibility; 
the rational use of drugs, and appropriate regulation of the private sector. Government must continue to strengthen 
health services and make available quality and affordable services toall. 


Legal in India | q 

Safe and effective 

Used in 130 countries including developing and developed countries; Widely used in Bangladesh, Nepal, Iran and Sri Lanka 
Worldwide, 1.4 crore current users, 25 crore users so far 

Fertility returns after use 

Inconveniences of method use exist as in all other contraceptives 


Women in India using since 1994 | 
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DMPA is an injectable contraceptive that delivers a sin 
contraceptive protection for 3 months. Another j 
protection for 2 months. 


gle hormone, a progestin. One injection of DMPA provides 
njectable contraceptive, NET-EN, also a progestin, provides 


DMPA eee. om as a contraceptive worldwide since the late 1960s. Currently, there are an estimated 14 million 
users tee wi eT oth development and developing countries. Inthese countries, itis used by between 1 and 27% of 
women of reproductive age. In Asia, the proportion of married women using DMPA is 10% in Bangladesh, 21% in 


Indonesia and 9% in Nepal. In India, it became commercially available in 1993, however its use was restricted to the 
private sector. 


The safety of DMPA has been extensively studied. Research has shown that it is safe for women of reproductive age. In 
case of lactating women, it is safe after 6 weeks after delivery. Itis as safe as oral contraceptive pills (which have been 


ares in India since decades) with regard to cancer risk and safer with regard to the risk of cardiovascular 
iseases. 


As is the case with most contraceptive methods. DMPA has some side-effects which women need to be prepared for 
but which do not have health consequences. DMPA is known to induce significant changes in the menstrual bleeding 
pattern. In time, the majority of women have no menses or have light bleeding and this improves conditions of 
nutritional anemia. Experience in India has shown that, when a woman wants to control her fertility and is informed of 
these bleeding changes in advance, she is ready to accept them. 


DMPA is a very effective method of contraception. With perfect use, the pregnancy rate is below 0.5% per year, with 
typical use when users may not follow the injection schedule, this may be of the order of 3% per year, which is lower 
than what is seen with the contraceptive pill. Women need to be assured that DMPA use does not affect the fertility 
potential and that, on average, women will become pregnant 10 months after the last injection. 


As is seen with use of contraceptive pills, use of DMPA can be associated with some side-effects. Women may gain 
some weight while using DMPA, most often of the order of 1-2 kg per year. As with oral contraceptives, between 5 and 
10% of users may experience effects such as headaches, weakness or loss of libido. If these are not acceptable, these 
women should be advised to switch to another method of contraceptive. 


Contraceptives continue to be the subject of extensive research — more than most other drugs — and this is true for 
DMPA. Current issues include whether there is any relation between the use of DMPA and the risk of acquiring 
sexually-transmitted infections, including HIV. To date, no relationship has been found. Another issue which is the 
object of current research is whether use of DMPA by adolescents results in changes in bone mineral density which 
could have any long-term health effects. 


The Federation of Obstetrics and Gynaecology Societies of India (FOGSI) has endorse the wider use of DMPA in India. 


DMPA can be considered as a safe and effective contraceptive. This should be made available to our women more 
widely as an additional contraceptive choice. 
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Why should Indian women use DMPA? 


Indian women should consider using DMPA to space the births of their children. The ideal space between children is 
three years. Ideal spacing will result in healthier mothers and children and give mothers time to recover the nutrition 


that they lost during their pregnancy and time to devote to their children's upbringing and development. 
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Who can use DMPA? 
In general any woman desiring contraception can use DMPA, particularly, women whoare: 


Breastfeeding (starting as soonas 6 weeks after childbirth) 


Have justhad an abortion ora miscarriage. 


Cannot use estrogen contraceptives (pills). (For example over 35 years old and smoker.) 


Is itokto take the injectionon one's own? 

DMPA should only be taken on the advice of the doctor. It is not an over-the-counter product, and pre and post 
counselling is an important part of its use. A woman who uses DMPA benefits from her doctors' advice. Women should 
not be afraid to ask their doctors questions and demand clear, practical information. 


What is the routine to be followed? 

The routine is very simple and hassle free. One dose of DMPA (150 mg) is administered by the doctor in the upper arm 
or buttock once in three months. It should be started when assured that the woman is not pregnant, ideally, within first 
1 to 7 days of the menstrual bleeding cycle. If later than 7” day, then usually the doctor will advise to use a backup 
method like condom for 48 hours. The doctor should plan with the woman for her return visit in three months for the 
next dose. 


What ifthe user is late for the next injection? 


The user should as far as possible go back to her doctor on time for the next injection. She may be as early as 2 to 4 
weeks, or up to 2 weeks late. If she is more than 2 weeks late, she should use some backup method like condoms till 
next injection. 


The user should go back to her doctor no matter how late she is. The doctor will determine whether she is pregnant, 
and ifsheis not, she canstill get her next injection. 
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We are deeply concerned about the workshop in Manesar (27-29 Oct 04), organized and co-ordinated by Parivar Seva 
Sanstha (a National level NGO), In collaboration with Government of India, UNFPA and Packard Foundation through 


Population Foundation of India to "expand choices of contraception" by the Introduction of hormonal injectable 
contraceptives, which are hazardous to women's health. 


In order to further the policy of population "control" that sets unrealistic targets and as part of the liberalization 
policies, the Indian authorities have in the past few years relaxed drug regulations in order to expedite the 
introduction of long acting, Invasive hazardous contraceptives into India. Unchecked over-the-counter sales, III- 
Informed doctors and inadequate Post Marketing Studies are the harsh realities of this strategy which is poised to 
subject millions of Indian women to long-acting hormonal contraceptives such as the injectables (NET-EN and Depo- 
Provera) thatis likely to cause irreversible damage to their own and their progeny's health. 


We oppose hormonal long-acting contraceptives for the following reasons: 


1. Thereis enough scientific evidence to show that hormonal injectable contraceptives like Depo Proveraand N E T- 
EN are hazardous for women under any circumstances. The risks (including risk of thromboembolism, 
osteoporosis and cancer) far outweigh the benefits of convenience of administration and use. The risks include: 


Climacteric-like syndrome (pre-mature menopause) 

Irreversible atrophy of the ovaries and endometrium leading to permanent sterility 

Deaths due to spontaneous formation of clots inside blood vessels (thrombo-embolism) 

Two fold increase in acquiring HIV infection from an infected partner as well as increased transmission 
from an infected woman toanon-infected partner 

Ten-fold increase in the birth of aDown Syndrome baby in women users 

Increased chances of death in children born to women-users 

Increase inthe risk of breast cancer, cervical cancer including carcinoma-In-situ 

Return of fertility after discontinuation of the drug has not been established 

Unanswered questions regarding the health of babies born after cessation of the drug. 


2. The public health system is ill equipped to administer injectables. In the Supreme Court case against the 
injectable NET-EN filed by Saheli and other women's groups decided in 2000, the government's admission that 
mass use of NET-EN in the FP programme is not advisable is a recognition of the potential risks and need for close 
monitoring and follow up. _ 

3. NGOs and private practitioners are currently out of the ambit of all mechanisms of accountability. To date, the 
Government of India has not evolved any definitive standards for NGOs in the health service sector in terms of 
care, follow up or accountability. Hence, our core concerns on women's health and safety remain unaddressed. 
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The Post Marketing Surveillance (PMS) on the injectable Depo Provera was conducted by Upjohn, ee 
pharmaceutical company which directly stands to profit from the results of the research. This — ee 
doubts regarding the "scientific objectivity" of the data collected and its analysis. The PMS did not study potentia 
hazards like reduction in bone-density, increased risks of, cancer or effect on future progeny. 


4 Women's "choices" are not enhanced by adding yet another hazardous contraceptive to the "basket" of options. 
With a coercive population policy, based on the "two-child" norm, the potential of misuse of injectables, given 


their ease of administration, is immense. 


5. Who gains? There are an estimated 40 million potential users of spacing methods in India a potential market for 
injectables larger than the entire population of Switzerland, Norway, Sweden, and Australia put together. Is it any 
wonder that the manufacturers of Depo-Provera (Pfizer) and NET-EN (Schering) are anxious to take over the 


Indian market? 


In a memorandum endorsed by 62 women's groups, health groups and individuals all over the country, we have 
urged Shri A Ramadoss, Minister of Health and Family Welfare, to consider these issues very seriously before 
considering any proposals that recommend the inclusion of injectable contraceptives inthe National Family Planning 
Programme, or widening their spread through NGOs. We have urged him to reject the interests of private profit and 
work instead, to formulate a policy that ensures overall good for the health of women and their progeny. 


Sarojini NB (Sama) 

Laxmi Murthy (Saheli) 

Brinda Karat (AIDWA) 

Amit Sengupta (Delhi Science Forum) 
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